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November 20, 2003

Dr. Timothy Muris

Chairman

Federal Trade Commission
600 Pennsylvania Ave., N.W.
Washington, DC 20580

Deaf Dr. Muris:

On behalf of the 30,000 members of the American Association of Nurse
Anesthetists, I am happy to provide the Commission additional information in support of
its joint FTC / DOJ Hearings on Healthcare Competition Law and Policy.

Though a portion of this material logically follows from the Commission’s
hearing of June 10, 2003, regarding quality, barriers to entry and consumer choice, it does
speak to the whole scope of the joint hearings. The information we provide serves the
Commission’s interest in “initiatives to enhance quality of care and ensure the free-flow
of information because such initiatives benefit patients,” as you stated inaugurating the
Commission’s hearings in November 2001. We understand that the Commission already
possesses a considerable past record on antitrust issues in anesthesia, from its previous
healthcare hearings in the early 1990s. To update the record, therefore, we are pleased to
provide the Commission select more recent literature on the market in anesthesia
practice, anesthesia quality outcomes, and anticompetitive behavior in anesthesia care.
Most notably, we enclose a market study of anesthesia practice provided by Dr. Jeffrey
Bauer, a witness who testified before your panel June 10.

Additionally, we observe that Jerome Modell representing the American Society
of Anesthesiologists (ASA) has posted to the Commission his letter of July 30, 2003.
Stridently, it denounces the Commission’s examining the costs associated with particular
healthcare benefits as “ethically repugnant.” Surely, the Commission recognizes such
language seeks not to enlighten, but to end the conversation. Our experience is that
illegal anticompetitive behaviors increase costs, restrict consumer choice and deny
patients access to healthcare. Illegal anticompetitive behaviors in healthcare, and
likewise unwarranted legal, regulatory and policy restrictions on nurse anesthesia
practice, are doubly pernicious in that they yield in economic terms a “dead-weight loss”
_ utter waste of scarce resources that benefit neither patients nor the healthcare system,
but rather enhance certain fortunes that resist being broken.

Modell’s oral statement to the Commission June 10, 2003, further reveals several
errors of fact. We select five for the Commission’s attention.
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He states the scope of practice conflict between anesthesiologists and nurse
anesthetists “stems fundamentally from the AANA’s position that nurse anesthetists are
qualified by their training and experience to engage independently in the practice of
medicine as it relates to anesthesia care... .” This assumes subscription to the notion that
anesthesia is solely the practice of medicine, an ASA chestnut. Rather, it is the ASA's
opinion that CRNA care is the practice of medicine. The evidence is that anesthesia is
the practice of nursing when provided by a nurse anesthetist.

. _.Second, he states 45 U.S. states require nurse anesthetists to collaborate withorbe =

supervised by a physician. The answer is 20 U.S. states require physician supervision.
We are reluctant to quantify the number that require collaboration, since terminology in
this field widely varies, but it is certainly less than an additional 25 states.

Third, he bases a “pattern” of state requirements for physician involvement upon
a notion that legislators and regulators have determined that the delivery of anesthetics
demands physician involvement to protect the patient. Lacking and failing to substantiate
his statement with evidence in either the legislative record or anesthesia literature, his
assertion is unsubstantiated.

Fourth, of the discredited Silber study upholding Modell’s thesis, Silber coauthor
Dr. David Longnecker MD states, “The study ... does not explore the role of (nurse
anesthetists) in anesthesia practice, nor does it compare anesthesiologists versus nurse
anesthetists.” (Memorandum from Dr. Longnecker to CRNAs in University of
Pennsylvania Health System’s Department of Anesthesia, Oct. 5, 1993.)

Last, he states that since 1992 Medicare has applied “identical” supervision rules
to CRNAs and to another type of provider, anesthesiologist assistants or AAs. This is
false. CRNAs are eligible for direct reimbursement, with no supervision requirement
included in CMS’ Part B rules. AAs are not. Further, Medicare Part A requires AAs be
medically directed by anesthesiologists, but makes no such requirement upon CRNAs.

Thank you again for your service to patients and healthcare providers alike by

hosting such comprehensive hearings on healthcare and antitrust. If you have any further
comments or questions, please contact me.

Wi regard

4

/ Frank Purcell
Diregtor, Federal Government Affairs

Cc:  Tom McKibban CRNA MS, AANA President
Jeffery Beutler CRNA MA, AANA Executive Director
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Selected Literature on Anesthesia Markets, Quality Outcomes,
and Responses to Anticompetitive Behaviors

Market literature on anesthesia practice

e Bauer J, “New Economic Perspectives on the Market for Anesthesia Services:
Achieving Desired Reforms through Fair Competition,” supplemental written
testimony to the Federal Trade Commission, November 2003.

e Klein J, “When Will Managed Care Come to Anesthesia,” J Health Care Financ
1997;23(3):62-86 ,

e Gunn I, “Health educational costs, provider mix and healthcare reform: A case in
point — nurse anesthetists and anesthesiologists,” 44NA Journal 1996;64(1):48-52

The literature on anesthesia care quality and comparative outcomes

e Pine M et al, “Surgical mortality and type of anesthesia provider,” A44NA Journal
2003;71(2):109-116. Pine finds that among CRNAs and physician
anesthesiologists, “the type of anesthesia provider does not affect inpatient
surgical mortality”

e Department of Health and Human Services HCFA, “Medicare and Medicaid
programs; hospital conditions of participation: anesthesia services,” 66 FR 4674,
1/18/2001, regarding physician supervision of nurse anesthetists. The agency
stated, “We are acutely aware that ensuring patient safety and high quality patient
outcomes are the principal considerations in regulating providers. There is no
indication that physician supervision of a CRNA affects such outcomes.” The
final rule published later in 2001 ultimately permitting States to opt out of CMS’
superfluous physician supervision requirement against nurse anesthetists took
back not a single word of this evidence.

e Silber J et al, “Anesthesiologist direction and patient outcomes,” Anesthesiology
2000;93:152-63. This is the discredited study cited by Modell; a summary of
Pine’s (2000) scientific critique of it follows

e Synopses of previous research, including the National Academy of Sciences
(1977), Forrest (1980), Bechtholdt (1981), the Minnesota Department of Health
(1994), and others

Policy literature on anesthesia and antitrust

e Stewart J, “Testimony on behalf of the American Association of Nurse
Anesthetists before the House Judiciary Committee,” June 22, 1999. A summary
of nurse anesthesia weathering the anticompetitive behavior of anesthesiologists
and organized medicine.

e Cromwell J, “Health professions substitution, a case study of anesthesia,” U.S.
Health Workforce Power Politics and Policy, Osterweis et al ed., Association of
Academic Health Centers, 1996 Washington DC
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Health economists have been using theoretical models and econometric tools to

analyze medical care for approximately four decades. Their efforts have generated

some interesting debates and have occasionally produced a consensus. Consequently,

each decade can be characterized by a health reform movement based on the

prevailing conventional wisdom of economics—federalization of health insurance for
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seniors and the poor in the 1960s, regulation of capital investments in the 1970s,

competition among providers in the 1980s, and managed care in the 1990s.

Unfortunately, the economic interventions used to support these efforts have not yielded
enduring improvements in resource allocation or market performance. Health
economists have yet to identify a meaningful mechanism for efficiency and transfer it
successfully to public policy. Fortunately, the Federal Trade Commission (FTC) is
exploring new economic perspectives on reducing 7expenditures, improving quality, or
broadening access. Its search is appropriately focused on finding workable remedies
for restraints on competition, harmful barriers to entry, and other limitations on the free

flow of inputs to their most productive uses.

The FTC is taking a much-needed look at one of the most pernicious and unfair
restraints of trade in the medical marketplace—the monopoly power that physicians use
to deny patients’ direct access to equally qualified, less-expensive clinicians. “This
paper explains the impact of physicians’ anticompetitive behavior in the market for
anesthesia services, and it exposes the false arguments that medical doctor, |
anesthesiologists (MDA)' have perpetuated in order to control certified registered nurse
anesthetists (CRNA). This paper also shows why consumers are harmed by |
unnecessary restrictions on CRNAs’ right to practice without the supervision of an MDA
under circumstances that can only be explained by anesthesiologists’ desires to protect

monopoly profits.

MONOPOLIZATION AND ITS COSTS

The administration of anesthetics to control pain during surgery was developed by
nurses in the second half of the nineteenth century. Anesthesia was performed almost

exclusively by nurses until physicians began using educational reforms and state

' Although medical doctor anesthesiologist is commonly abbreviated as MDA in discussions of this issue,
it is potentially misleading. Not all anesthesiologists are licensed as medical doctors (MD). Some
graduated from osteopathic medical schools, which grant the doctor of osteopathy (DO) degree. The DO
and MD degrees are effectively equivalent for physicians who have specialized in anesthesiology, so both
are encompassed under the terms MDA and anesthesiologist in this paper.
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medical practice acts to establish control over non-physician practitioners in the early
decades of the twentieth century.2 Physicians like to argue that nurse aneéthetists are
encroaching on the practice of meclicine. From the perspective of historical fact, the
opposite is true. Physicians “medicalized” (i.e., stole) a nursing function in the 1930s
and 1940s and then used their control of the health insurance system during the 1950s
and 1960s to secure generous reimbursement for a service that had previously been

provided quite charitably and well by nurses.

The legacy of this monopoly is expensive. Anesthesiologists earn more than twice as
much as nurse anesthetists each year, but the two professions effectively provide the
same services.® The number of anesthesiologists and the number of nurse anesthetists
is about the same. Consequently, proportional analysis of income shares shows that
one-half of the anesthesia labor pool (i.e., anesthesiologists) earns at least two-thirds of
the income. If anesthesiologists were paid at the rate of nurse anesthetists, then one-
third or more of the money paid for anesthesia services—that is, one-half the income
earned by anesthesiologists—is being allocated unproductively. It could be reallocated
to a more productive use elsewhere in the health care delivery system. Thé économic
value of anesthesiologists’ monopoly-protected income, one-third or more of the total

spending each year on anesthesia services, is not trivial.

Anesthesiologists, of course, argue that their higher incomes are fully justified by
qualitative differences between anesthesiologists and nurse anesthetists. These
arguments would justify anesthesiologists’ higher income share if they were
demonstrably true, but they are not. The following table summarizes the erroneous

positions taken by anesthesiologists:

2 The classic introductions to the development of physicians’ monopoly power are Rosemary Stevens
American Medicine and the Public Interest (New Haven: Yale University Press, 1971) and Paul Starr The
Social Transformation of American Medicine: The Rise of a Sovereign Profession and the Making ofa
Vast Industry (New York: Basic Books, 1 982). Specific analysis of the development of medicine’s control
over nurses is presented in Jeffrey C. Bauer Not What the Doctor Ordered (New York: McGraw-Hill,
1998).

3 Income data for anesthesiologists and nurse anesthetists are inherently imperfect, so a conservative
approach is used in this analysis. According to some available figures, anesthesiolgists actually earn
closer to three times the income of nurse anesthetists. With a 3:1 ratio, the cost of market failure would
be even greater than the economic harm described in this paper.
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False Arguments Used to Justify Higher Incomes for Anesthesiologists

Anesthesiologists are better trained and more qualified than CRNAs.
Anesthesiologists provide higher quality services than nurse anesthetists.

Anesthesiologists should supervise nurse anesthetists to ensure quality.

N A

Anesthesiologists should be paid for supervising nurse anesthetists.

The data do not support these arguments. Many anesthesiologists may believe them
fervently and hbhorably, but an objective look at the evidence suggests that the real
issue is protecting monopoly incomes. The following sections explore each of the false
arguments to show why considerable sums are being wasted as a result of indefensible
restraints on competition in the market for anesthesia services. The paper concludes
with an analysis of the anticompetitive motivation behind anesthesiologists’ current

effort to replace nurse anesthetists with anesthesiology assistants.

TRAINING AND QUALIFICATIONS
Anesthesiologists argue that they are more qualified to administer anesthesia because
they have more years of training. The position has some initial appeal, but it weakens

considerably upon careful examination.

o Doctors claim superiority because they have been to medical school. However,
nurses can claim with equal pride that they have been to nursing school. The
debate ends in a draw because the length of training for the MD and BSN
degrees is the same—four years. The curricula in medical and nursing schools
are also equivalent, particularly in the pre-clinical (i.e., first two) years when
students in both schools take the same basic sciences courses, often in the
same classrooms. Doctors still like to claim they have more training because
most of them received a BA or BS before entering medical school. However,
pre-med undergraduate degrees are almost never related to patient care. The
clinical training of nurses or doctors is the same upon entry into their respective

graduate programs in anesthesia.
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« Anesthesiologists claim to be more qualified because they have generally
completed fouf—years of residency, in comparison with the two-year minimum
training of nurse anesthetists. Medical residents spend more time in general
clinical medicine in the first year and may work on complicated cases in the
fourth year, but the core training in anesthesia is equivalent in length in both
prograrﬁs.4 Since no study has ever shown that four years are needed to
become proficient in the administration of anesthesia, the extra years of
residency arguably make little or no marginal contribution to actual qualifications.
In addition, many anesthesiologists in practice today have completed only two-
year residencies because adding years to medical residency programs is a
relatively recent phenomenon. Anesthesiologists who posit superiority of four-
year residencies to cast doubt on the qualifications of CRNAs are also
demeaning the qualifications of many good MDAs who completed only two years

of residency training.

Indeed, years of training are not a meaningful proxy for qualifications to administer
anesthesia. Anesthesiologists should not be allowed to cite longer residency training as
an economically meaningful justification for higher incomes. The science and
technology of anesthesia are changing so fast that knowledge and skills gained only a
few years ago in a four-year medical residency or a two-year CRNA program are likely
to be obsolete. The key to competency is continuing education and recertification in the
use of current equipment and anesthetic agents. Nurse anesthetists are required to
recertify their competency every two years and to attend a minimum of 40 hours of
continuing education each year. Anesthesiologists do not have recertification
requirements, they do not need to be board-eligible or board-certified to practice, and
they are not required to complete continuing education requirements in order to practice
as anesthesiologists. The difference speaks for itself. Regardless of past education,

nurse anesthetists are ahead of anesthesiologists in meeting the quality criterion that

4 Cromwell, J “Barriers to Achieving a Cost-Effective Workforce Mix: Lessons from Anesthesiology”
Journal of Health Politics, Policy, and Law vol. 24(6), p. 1332.
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matters most—keeping up with the advances in a fast-changing, high-tech clinical

science.

QUALITY OF SERVICES

Anesthesiologists like to talk about research showing death rates are higher when
anesthesia services are provided by nurse anesthetists alone. In their opinion, safety is
compromised by independent practice of nurse anesthetists and enhanced by
anesthesia care teams (ACT) under the supervision of an anesthesiologist. The
discussion sections in a few articles have made inferences about practitioner—Based
differences in outcomes, but no published study has ever reported a scientifically
defensible test of a hypothesis about a statistically significant difference (i.e., a
difference greater than one that could be explained by chance) attributable to the

anesthesia practitioner or the care delivery model.’

The studies used by anesthesiologists to imply inferiority of nurse anesthetist care are

irrelevant for several reasons, including:

e The data are too old to be relevant. Though published in the 1990s, the studies
are predominantly based on data from the 1980s. Given dramatic improvements
in the science and technology of anesthesia in the intervening years (see
previous paragraph), differences that may or may not have existed ten to fifteen
years ago are unlikely to be relevant today.® |

e The studies are uncontrolled. No effort was made to isolate other variables that
might explain practitioner-related differences, erroneously causing differences to

be attributed to the practitioners.”

5 For a comprehensible and comprehensive review of the criteria for a good scientific study, see Bauer,
JC Statistical Analysis for Decision-Makers in Health Care (New York: McGraw-Hill, 1996), Chapters 1-3.
% The classic study of this genre is Silber, JH et al “Hospital and Patient Characteristics Associated with
Death after Surgery: A Study of Adverse Occurrence and Failure to Rescue” Medical Care 30:615, 1992.
Although cited often as “proof” of excess deaths attributable to nurse anesthetists, the article does not
include any data whatsoever on care provided by nurse anesthetists. It has, sadly, assumed the power of
urban myth.

7 The “Minnesota study” is often quoted to show that an increase in the number of anesthesiologists
accounts for a decrease in anesthesia-related mortality, but the data in the study were not collected or
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e The data are not valid measures of the purported purpose of the research. In
particular, studies that allegedly show practitioner-related differences in
outcomes do not include data from different practitioner groups. The

conclusions are pure conjecture, if not outright fabrications.®

A prospective randomized controlled trial (RCT) would be needed to support any
defensible conclusions about practitioner-based differences between outcomes.
However, such a trial would be extraordinarily expensive and would require several
years to conduct (during which time the underlying circumstances would almost
certainly change). The extreme rarity of anesthesia-related problems would 'nécessitate
sample sizes of several hundred thousand cases to produce a sufficiently powerful test,
and patients would have to be randomly assigned to anesthesiologists and nurse

anesthetists.

Such a study is almost certainly unaffordable and infeasible. It is also unnecessary
because two other approaches can be used to produce an acceptable estimator of any
differences in quality of care. First, premiums for professional liability insuranée are
useful because the malpractice premiums of nurse anesthetists should be high and
rising if their care were inferior. Actual experience is the opposite. Nurse anesthetists’ |
premiums from the St. Paul Companies, the largest professional liability carrier at the
time, declined 50% between 1988 and 2001. Second, nurse anesthetists meet the
criteria that physicians have implicitly used for many years to justify their elite positions
as “captain of the ship.”® On both these counts, nurse anesthetists are at least as

qualified as anesthesiologists.

controlled for this purpose. See Abenstein, JP and MA Warner “Anesthesia Providers, Patient Outcomes,
and Costs” Anesthesia and Analgesia 82:1273, 1996.

8 Another article authored by Silber et al (Anesthesiology 93:152 2000), known as the Pennsylvania

study, is used to argue that supervision by anesthesiologists leads to better care. However, the data in
the study do not meaningfully define the provider of anesthesia care, and deaths are measured for a full
30 days following surgery—a meaningless period because anesthesia-related deaths almost always
oceur in the first two postoperative days. The title of the article, “Anesthesiologist Direction and Patient
Outcomes,” is totally unrelated to the data used in the study.

9 See Bauer, JC Not What the Doctor Ordered (New York: McGraw-Hill, 1998), chapter 5, for an in-depth
analysis of the seven foundations of the right to independent, unsupervised practice: 1) advanced
education; 2) ongoing certification; 3) scientific base: 4) coherent clinical model; 5) professional liability; 6)
professional ethic; and 7) quality assurance.
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ANESTHESIOLOGIST SUPERVISION OF NURSE ANESTHETISTS

Serious questions about the quality of care provided by anesthesiologists are raised,
perhaps unwittingly, in recent articles from the official monthly newsletter of the
American Society of Anesthesiologists (ASA). Statements like the following implicitly

contradict the assumption that anesthesiologist supervision assures top-quality care:

“For the safety of our patients, we realize that physicians must remain in
charge of all aspects of medicine, including the delivery of anesthesia
care. Although most nurse anesthetists, like most anesthesiologists, have
as their pre-eminent goal the provision of good clinical care for their
patients, the nurse anesthetists’ state and national organizations all too
often appear to be fixated on the single issue of independent practice.”'

The phrase in italics [added for this paper] implicitly states that some anesthesiologists
do not strive primarily for top-quality care, yet it appears in an article defending

anesthesiologist-directed care teams. The article pointedly does not say that all

anesthesiologists aspire to good care.

A more serious problem with the quality of anesthesiologists is revealed in an article by
a leader of the American Board of Anesthesiology:
“In summary, because of low numbers of trainees and low written pass
rates [varied from 61-71% from 1994 to 1998; 46% in 2000] during the late
1990s, the number of newly board-certified anesthesiologists who became
available to enter the national workforce pool went from an annual high of
1,536 in 1997 to only 705 in 2001. ...this represents only half the number

of new ABA diplomate anesthesiologists available annually five years
earlier.”"!

How can anesthesiologists argue that nurse anesthetists must be supervised when half
the recently trained anesthesiologists could not pass the profession’s own board
examination in 20007 Perhaps anesthesiologists should devote their time and money to

self-improvement rather than supervising nurse anesthetists. And the rest of us should

10 David C. Mackey, M.D. “Anesthesiology Assistants: A New Direction for the Anesthesia Care
TeamBegins to Accelerate (Finally!)” ASA Newsletter March 2003
" Kapur, PA “American Board of Anesthesiology Update” ASA Newsletter April 2003, p. 16
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question the quality of supervision by the large number of anesthesiologists who fail to

meet the quality standards of their own profession.

The total lack of scientifically acceptable research to justify supervision as a quality-
control imperative is matched by a total lack of accurate data and valid studies to
determine efficient levels of supervision. The quantity of supervision associated with
least-cost production or oUtput-maximization for anesthesia services of a specified
quality has never.been determined. Medicare follows a definition of supervision
simplistically based on specified ratios of nurse anesthetists to anesthesiologists. This
approach effectively defines what an anesthesiologist must do to be paid for

supervision, but it is not based on any clinical or economic data.

“The TEFRA standards [that define seven criteria for medical direction of nurse
anesthetists by anesthesiologists] were intended to preclude payments to
anesthesiologists for very limited or "phantom” services that add no significant
value. They were not intended to define the clinically appropriate or most cost-
effective roles for the members of an ACT [anesthesia care team], nor have any
studies been conducted to support such interpretation.”'?

Even if good scientific research had demonstrated a positive association between
anesthesiologist supervision of nursé aneéthetists and better clinical outcomes—which
it has not—no studies have been performed to determine the CRNA:MDA ratio that
produces desired performance. Medicare payment policy obviously improves
anesthesiologist incomes, but it has never been shown to improve consumer welfare.
The fees paid to anesthesiologists for supervising nurse anesthetists are not producing
any demonstrable economic value and are, therefore, unnecessary. The supervisory
fees produce nothing of economic or clinical value. They only help anesthesiologists

earn more than twice as much as nurse anesthetists for the same productivity.

SUPPLY AND DEMAND FOR SERVICES AND ANESTHESIOLOGY ASSISTANTS

Organized anesthesiology’s latest anticompetitive behavior is its effort to resurrect

anesthesia assistants (AA) as substitutes for nurse anesthetists. A growing shortage of

12Kjein, JD “When will Managed Care Come to Anesthesia?” Journal of Health Care Finance
23(3):67, Spring 1997
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anesthesiology services is advanced by anesthesiologists as the primary reason for
expanding the use of anesthesiology assistants, but the implied existence of a widening

gap between supply and demand is based on erroneous reasoning. Anecdotes about

ery are cited as “proof” of the need for more anesthesia caregivers.
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However, no current and reliable data demonstrate that cancellations are due to a

shortage of assistants for anesthesiologists to supervise.

Hospitals’ financial problems and the shortage of RNs (specifically, operating room
nurses) are far more likely explanations of cancelled operations. Even if the alleged
shortage of anesthesia services is real, increasing the supply of AAs is not the only
possible solution to the problem. The quickest and most efficient way to increase the
supply of anesthesia services would be to have anesthesiologists spend all their time in
direct patient care rather than in supervising nurse anesthetists who are perfectly
capable of working on their own. Basic economic analysis shows that the supply of
anesthesiologists taking care of patients could be increased immediately and at no extra
cost by freeing anesthesiologists from unnecessary and unproductive supervision of
nurse anesthetists. Anesthesiologists would, of course, need to continue supervising
anesthesiology assistants because AAs are not qualified for independent pracfice, but -
the economic impact is trivial because anesthesiology assistants are only slightly more
than one percent (1%) of the anesthesia work force (i.e., approximately 700 AAs,
30,000 MDAs, and 30,000 CRNAs) .

The AA solution is also illusory because the alleged need for additional anesthesia
personnel is based on projections of existing volumes of surgery. However, most health
futurists are now forecasting a relative decline in surgery as more drugs are developed
to cure or prevent conditions (e.g., coronary artery disease, breast and prostate
cancers, arthritic joints) that have been traditionally treated with surgery. Even if the
number of surgeries were to increase, the number of AAs that could be trained would be
very unlikely to grow at all. New AA programs would need to be created to complement
the two in existence, but academic health centers (or any other academic institutions,

for that matter) where AAs must be trained have no money to start new programs.
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In conclusion, organized anesthesia’s push for AAs is an action that can only be
explained by a desire to maintain control over a market. Itis not supported by any proof
whatsoever of economic or clinical problems with nurse anesthetists. Even the
language used to promote AAs reflects anesthesiologists’ fixation on controi. CRNAs
and AAs were together classified as “dependent anesthesia providers” in a recent issue
of the official monthly newsletter of the American Society of Anesthesiologists.”
Another article in the same issue bemoaned “the extender monopoly held by nurse

anesthetists.”"

The reference to nurse anesthetists as extenders totally misses the point of product and
market concepts used for more than a century to measure the extent of competition in a
marketplace. In the language of economic analysis of market performance, nurse
anesthetists are acceptable substitutes for anesthesiologists. However, AAs are not
acceptable substitutes for CRNAs. Organized anesthesiology’s attempt to place nurse
anesthetists in the same market as anesthesiology assistants is indefensible. To make
the additional claim that nurse anesthetists have a monopoly in that market is ludicrous!
By all appearances, anesthesiologists are trying to create and control a vertically
integrated market. The net effect of this monopoly behavior is gross inefficiency—
unnecessary and inflated expenditures on anesthesiologists’ supervisory services when

the same medical care can be provided just as well by unsupervised nurse anesthetists.

Nurse anesthetists compete with anesthesiologists, but the competition has not been
fair because anesthesiologists have successfully promoted false arguments to protect
their disproportionate share of the total income for anesthesia services. Nurse
anesthetists are at least as qualified as anesthesiologists to practice without supervision
in the defined scopes of practice for which they are trained. Anesthesiologists like to
talk about extra lives being lost due to unsupervised practice by nurse anesthetists, but

absolutely no scientific evidence exists to support the claim.

3 Neeld, JB Jr “Integrating Anesthesiologist Assistants into Anesthesia Care Team Practices” ASA
Newsletter vol. 67(3) March 2003

4 Mackey, DC “AA: A New Direction for the Anesthesia Care Team Begins to Accelerate (Finally!)” ASA
Newsletter vol. 67(3) March 2003
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The harm of monopoly power in this market is not lost lives. The real harm is millions
and millions of dollars paid to anesthesiologists for superwsory services that do not
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John D. Klein

Managed care has begun to reshape many areas of health care practice, but anesthesia is not yet among them.
The economics of anesthesia care are characterized by widespread inefficiency in the allocation of labor, and
a unique market structure that poses special challenges to managed care influence. The potential for savings
is great, perhaps as much as a one percent decrease in commercial health care costs. But these savings can
only be realized if managed care organizations are able to restructure the incentives facing anesthesia
professionals to promote innovation, cooperation, and shared benefits of efficiency improvements. Key
words: anesthesia, cost analysis, efficiency, labor, managed care, productivity

The Anesthesia Market

In the late decades of the nineteenth cen-
tury, the foundation for modern surgery was
created with the development of anesthestic
agents and techniques, together with a new
understanding of the importance of sterile
procedures.'? Today, as then, the primary
activity of anesthesia is administering drugs
or gases to render patients insensitive to pain
during and after surgery.’

Almost all anesthesia services in the
United States are provided by physicians or
nurses with advanced training in the field—
anesthesiologists and certified registered
nurse anesthetists (CRNAs). The numbers of
practicing anesthesiologists and CRNAs are
very similar: approximately 24,200 anesthe-
siologists,* and 23,800 CRNAs.* As of 1994,
median anesthesiologist earnings were
$244,600, or three times median CRNA
earnings of $82,000.¢ For both professionals,
-incomes may vary significantly depending
on experience, practice setting, and region of
the country.

In many rural hospitals and in specialized
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outpatient surgical facilities such aseye, den-
tal, or plastic surgery, CRNAs are the sole
providers of anesthesia services. In urban
hospitals anesthesiologists may be the sole
anesthesia providers, but the most common
practice arrangement is an “anesthesia care
team” (ACT) involving both CRNAs and
anesthesiologists.” In ACT settings, CRNAs
are in constant attendance with the patient
and perform the majority of anesthetic proce-
dures, while anesthesiologists concurrently
supervise the progress of from two to four
cases and are personally involved at key
stages, such as anesthesia induction and
emergence.

JohnD. Klein is Vice President of the Health Strategies
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CRNA practice laws often refer to practic-
ing “under the supervision” of the attending

physician, and surgeons naturally work

closely with the anesthesia staff. However,
surgeons do not generally have comparable
expertise to select anesthetic agents and to
personally perform or direct anesthetic proce-
dures (excepting local anesthesia). Accord-
ingly, anesthesiologists and CRNAs gener-
ally assume primary resbonéibility for
anesthesia outcomes whether in an ACT or
independent practice setting.® For both types

of anesthesia providers the overall safety and

outcomes record is very good® and is reflected
in declining malpractice insurance rates.'*"'
Most anesthesiologists practice. through
professional corporations that have exclu-
sive practice privileges at specific hospitals
or surgical centers, which may or may not be
formalized through facility contracts.'? A
relatively small number of anesthesiologists
are salaried as hospital or clinic employees.
. By contrast, 42 percent of CRNAs are hospi-
tal or university employees; one-third are
part of an anesthesiologist/CRNA group; and
one-fifth are either self-employed, part of a
CRNA-only or temporary service (locum
tenens) group practice, or based at a clinic."
Anesthesia services account for a signifi-
cant share of total health care expenditures.
For commercial group health insurance (em-
ployment-based), anesthesia services ac-

count for approximately 2.4 percent of total

health care costs.'* For Medicare, the per-
centage is approximately half as large, due
mainly to much lower rates of reimburse-
ment than commercial payers. Medicare also
differs from commercial payers by reimburs-
ing anesthesiologists and CRNAs at compa-
rable levels.

Although beyond the scope of this article,
anesthetic drugs, supplies, and equipment

are also a significant part of anesthesia-re-
lated health care expenditures. The com-
bined cost of anesthesia labor, drugs, sup-
plies, and equipment has been estimated at
three to five percent of total health care
expenditures.’” To put these costs in perspec-
tive, all U.S. health expenditures for home
health care, durable medical equipment, and
vision products combined represent three
percent of the total, while expenditures for
drugs and nondurable medical equipment are

eight percent.'®
Barriers to Competition

Many economists and health care analysts
believe that unjustified limits on competition
among various classes of health care provid-
ers are one of the primary sources of health
care market failure. In describing the evolu-
tion of the division of health care labor in the
1920s and 1930s, Paul Starr writes: *“Had
medical care become a corporate enterprise,
the medical care firm (even if run by doctors)
would have had an incentive to seek greater
flexibility in its use of personnel. It might have
tried to substitute the cheaper labor of ancil-
lary workers for physicians in many areas that
physicians insisted on retaining.” "%

While the precise degree to which anes-
thesiologists and CRNAs are substitutes is
inherently controversial, there is widespread
agreement in state licensing rules and anes-
thesia market studies' that the overlap in
scope and quality of practice is substantial.
Given the large gap in earnings, it seems
reasonable to conclude that CRNAs are more
cost-effective providers of anesthesia care.
One might expect, therefore, that since man-
aged care enterprises now have increasing
influence in the health care market, they will
aggressively explore opportunities to expand
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" Even highly integrated health pians

have done little to restructure the
allocation of labor in anesthesia.

'CRNAS’ role, while maintaining high stan-

dards of quality.

In fact, this has not yet occurred to any
significant degree. Even highly integrated
health plans, such as Kaiser Permanente of
California, have done little to restructure the
allocation of labor in anesthesia, despite hav-
ing identified significant internal opportuni-
ties for improvement through increased use
of CRNAs." Why has managed care not
done more to improve the efficiency of anes-
thesia services, and what are the barriers to
doing so?

Evolution of the anesthesia labor market

In current discussions aboutexpanding the
role of advanced practice nurses (APNs),
especially in primary care, acommon topicis
legal barriers APNs face in their permitted
scope of practice, specifically in performing
tasks that might otherwise be performed by
physicians.*?! Compared to other APNs,
CRNAs have already achieved substantial
practice authority. Although CRNAs still
face a variety of practice barriers in some
facilities and health plans, they can and do
serve as the exclusive provider for the full
range of anesthesia services at hospitals and
ambulatory surgical facilities, and receive
direct reimbursement from Medicare and
many health plans.

CRNAs’ practice status arises from their
evolution as “the original APNs.” During the
early stages of modern surgery development
in the late nineteenth century, surgeons en-

countered a shortage of skilled and disci-
plined anesthetists. Anesthesia fees were
negligible, and other specialties were more '
attractive to medical students. A solution was
found by training religious order nurses to
serve as anesthesia specialists. Nurse anes-
thetists contributed significantly to the early
research in the field, and over time nurse
anesthesia schools were established and
CRNAs became the most common providers
of anesthesia care.”

The demand for anesthesiologists and
CRNAs is closely related. In most states, a
supply of CRNAs per capita in excess of the
national median coincides with a supply of
anesthesiologists below the median, and con-
versely. A 1990 reportby the U.S. Department
of Health and Human Services noted that, “the
substitutability of CRNAs for anesthesiolo-
gists is demonstrated in the geographic distri-
bution of the two providers.”?"*2

For most of this century, the demand for
anesthesia professionals has exceeded sup-
ply, fueled by growth of the population and
surgical capacity. In this environment, ten-
sions between anesthesiologists and CRNAs
over professional status and the division of
labor have been mitigated by the common
effects of a rising tide. There are abundant
signs, however, that the tide has turned.
While the long-term demand for anesthesia
Jabor is expected to grow, the current supply
appears to exceed the demand, particularly
for anesthesiologists.

Only in recent years did the number of
anesthesiologists approach the number of
CRNAs. In 1967, there were still fewer than
8,000 practicing anesthesiologists compared
with over 13,000 CRNAs > Since 1967, the
number of practicing CRNAs has increased
78 percent, while the number of practicing
anesthesiologists has increased 208 percent.
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Interest in anesthesiology has been fueled by
increasing income levels, and its status as one
“of the highest-paid medical specialties. An-
esthesiologist incomes have been enhanced
by the widespread adoption of the ACT prac-
tice model, which allows anesthesiologists to
bill for their role in multiple concurrent cases.
In recent years, however, anesthesiologist
salaries have leveled off,? and the number of
medical students entering anesthesiology
residencies has dropped 55 percent since
1991.% The Wall Street Journal reported that
one recent graduate had received only one
full-time offer after six months of looking,
and for less than half what other partners
were making.”’ A recent study commis-
sioned by the American Society of Anesthe-
siologists explored a number of alternative
scenarios for predicting the future demand
for anesthesiologists, including “‘physician-
intensive” and “CRNA-intensive” scenarios,
in recognition of the many “activities of
CRNASs in which there is substantial overlap
with anesthesiologists.”?#" The study con-
cluded that “the number of residents enrolled
in four-year programs needed to meet future
requirements will decrease under all sce-
narios.”?®*" Under the CRNA-intensive
scenario, the number of anesthesiologists
now in practice exceeds the number of anes-
thesiologists projected to be required by al-
most two to one. ‘

Given these findings, it is not surprising
that overall tensions between CRNAs and
anesthesiologists are growing. Relations be-
tween the respective professional associa-
tions are sufficiently frosty that formal dia-
logue of any type has been rare, due in part to
anesthesiologists’ long-standing insis-
tence—rejected by CRNAs—that CRNAs
accept the anesthesiologists’ 1982 statement
on the roles of anesthesiologists and CRNAs

within ACTs.*® Further adding to tensions
are specific efforts by anesthesiologists to
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pense, such as

o Working toincrease anesthesia practice
opportunities for professionals who can
practice only under anesthesiologist
supervision, such as physician assis-
tants and anesthesia technicians.?!
(CRNAs are not required to practice
under anesthesiologist supervision.)

o Calling for the direct replacement of
CRNAs by anesthesiologists. The trea-
surer of the American Society of Anes-
thesiologists recently wrote, “The
simple fact is there are more than
enough positions for every qualified
resident; they exist in the [anesthesia]
care team and are currently held by
anesthetists [CRNAs].”3p-9

e And (according to a still-pending fed-
eral antitrust lawsuit filed by the Minne-
sota Association of Nurse Anesthetists)
conspiring to eliminate CRNAs as
lower-cost competitors.*

Role of hospitals in limiting efficiency
improvements

Historically, hospitals have been strong
supporters of CRNAs. It was the American
Hospital Association, rather than the Ameri-
can Nurses Association, that came forward in
1931 to sponsor creation of the American
Association of Nurse Anesthetists.** CRNAs
have played a crucial role in allowing hospi-
tals to meet increasing demand for surgery,
and hospital employment remains most com-
mon for CRNAs. However, the changing
economics of the health care market have
tended to undermine some hospitals’ alle-
giance to CRNAs, and the market forces




66 JOURNAL OF HEALTH CARE FINANCE/SPRING 1997

affecting hospitals have generally precluded
them from being agents of change to promote
efficiency in the anesthesia labor market.

With the increasing replacement of fee-
for-service reimbursement with diagnosis
related groups (DRGs), capitation, and other
forms of fixed or bundled prices, hospitals’
financial incentives have shifted from pro-
viding services to controlling costs. For
many hospitals, CRNAs are among the high-
est-paid employees, and a primary candidate
for cost containment scrutiny. To the extent
that hospitals’ managed care contracts donot
fully reflect CRNA costs, and managed care
contract negotiators do not fully appreciate
that element of hospitals’ cost structure, re-
ducing CRNA “overhead” can provide hos-
pitals with an opportunity to substantially
improve their profit or surplus margin.

The most common way for hospitals to
reduce CRNA overhead is by shifting
CRNAs to independent contractor status,
most often as subcontractors or employees of
the anesthesiologist group. Since hospitals
usually have no overall accountability for
anesthesia costs, it does not affect their eco-
nomic circumstances if total anesthesia costs
rise through diminished use of CRNAs. Al-
though hospitals provide the space, drugs,
materials, and patients for anesthesiologists
to practice, anesthesiologist charges are en-
tirely separate from hospitals’ billing stream
and cost structure. (The same is true for
independently billing CRNA groups.) Anes-
thesiologist groups, for their part, naturally
seek to maximize their income and job secu-
rity, and if given increased authority to con-
trol and direct use of the CRNA “resource,”
are likely to exercise it with this objective.”
In other words, hospitals’ efforts to cut costs
in response to managed care pressures can
have the effect of placing authority to decide

The federal Medicare program has
taken greater interest in anesthesia
costs than any other major health care
purchaser.

anesthesiologist and CRNA allocations
solely in the hands of anesthesiologists, who
have a direct economic stake in the decision.

Even in cases where a hospital may be
considering increasing its use of CRNAs, the
centrality of physicians to hospitals’ eco-
nomic well-being and governance makes it
very difficult to upset the apple cart. A
hospital’s patients are referred or admitted
by physicians; formal physician-hospital or-
ganizations are central to many hospitals’
marketing efforts; hospitals’ bylaws and
medical staff standards systematically favor
physicians over nonphysicians; and anesthe-
siologists are part of the community of phy-
sicians, while CRNAs are not. In hospitals
that use ACTs, the anesthesia department is
most often (although not always) headed by
an anesthesiologist. In the environment of
most hospitals, anesthesiologists have many
advantages over CRNAs in their ability to
limit competition, or to mitigate the impact of
any changes in the division of labor that may
affect anesthesiologists negatively.

Hospitals® incentives regarding the mix of
anesthesia labor may change significantly if
DRG or other bundled-service payment
methods are revised to incorporate all anes-
thesia costs, including the costs of anesthesi-
ologist services that are now billed indepen-
dently. While some payers, including
Medicare, have begun to experiment with
such payment methods, they have yet to be
adopted on a large scale.
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Role of Medicare in limiting efficiency
improvements

The federal Medicare program has taken
greater interest in anesthesia costs than any
other major health care purchaser. The U.S.
General Accounting Office has issued a se-
ries of reports concluding that Medicare has
overpaid for anesthesia services, and recom-
mended a variety of cost-cutting steps that
have led to changes in Medicare reimburse-
ment policy.* While these steps have been
effective in reducing Medicare anesthesia
costs, their impact on the efficiency of the
anesthesia labor market has been mixed.

Medicare’s primary approach to anesthe-
sia cost containment is aggressive price dis-
counting. Whereas a health maintenance or-
ganization (HMO) or preferred provider
organization (PPO) may seek anesthesia cost
discounts of from 15 to 30 percent from
billed charges, Medicare’s mandated dis-
counts are generally in the range of 60 to 70
percent. A recent study commissioned by the
American Society of Anesthesiologists con-
cluded that an anesthesiologist working ex-
clusively on Medicare patients would eam a
net income of $53,769, the lowest of any
non—primary care specialty, and only 22 per-
cent of the median income for all anesthesi-
ologists.*’

While low price levels have made Medi-
care business less financially rewarding to all
anesthesia providers, other Medicare poli-
cies have had the effect of limiting opportu-
nities to expand the use of lower-cost
CRNAs.

TEFRA reimbursement standards

As part of the 1982 Tax Equity and Fiscal
Responsibility Act (TEFRA), Pub. L. No.
97-248, Medicare instituted seven prerequi-

sites for anesthesiologist “medical direction”
billing in an ACT setting, including perform-
ing the preanesthesia evaluation, participat-
ing personally in the most demanding proce-
dures, and remaining physically present and
available for emergencies. These require-
ments were intended to curb the practice of
anesthesiologists billing for medical direc-
tion despite minimal participation in a case.?®

Prior to TEFRA, there had been no effec-
tive limit on the number of concurrent cases
for which anesthesiologists could bill for
providing medical direction and no defini-
tion for what constituted significant partici-
pation in a case. The TEFRA standards were
intended to preclude payments to anesthesi-
ologists for very limited or “phantom” ser-
vices that add no significant value. They
were not intended to define the clinically
appropriate or most cost-effective roles for
the members of an ACT nor have any studies
been conducted to support such an interpre-
tation. ‘

Nevertheless, many anesthesiologists
have advanced an interpretation of the
TEFRA standards as quality guidelines and
as an implicit federal government endorse-
ment of anesthesiologists’ role within ACTs.
To the extent that anesthesiologists have
been successful in advancing this interpreta-
tion with hospital administrators or other
persons in positions to influence the design
of anesthesia practice, the TEFRA standards
have had the unintended effect of limiting
exploration and assessment of alternative
ACT models that may be superior in terms of
clinical and efficiency outcomes.

ACT payment reform

More recently, the 1993 Omnibus Budget
Reconciliation Act (OBRA) legislation insti-
tuted a phased-in reduction in the amount
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_ Medicare will pay for medical directioninan
ACT setting, and a fixed 50:50 split in the
ACT fee between anesthesiologists and
CRNAs. In the past, Medicare has paid more

" for cases in an ACT setting than for cases

performed by an anesthesiologist or CRNA
alone. Under OBRA, Medicare ACT reim-

‘bursement will be reduced from 120 percent

of the fee for an anesthesiologist practicing
alone in 1994, to 100 perceni of the anesthe-
siologist-only fee in 1998. While these re-
forms will certainly lower Medicare costs,
they create three problems for promoting the
efficient use of labor:

1. They rigidly divide payment 50:50
between anesthesiologists and CRNAs,
despite the fact that in many practice
settings, especially those with three or
four CRNAs for each anesthesiologist,
CRNAs contribute substantially more
labor.

2. Theyestablish anesthesiologists doing
cases solo as the reimbursement stan-
dard for all anesthesia delivery, irre-
spective of whether it is most efficient
and appropriate to have ACTs, solo
anesthesiologists, or solo CRNAs.

3. Paying no more for ACTs than solo
practitioners implies that ACTs pro-
vide no added value in terms of patient
care and removes the economic incen-
tive to explore whether there are, in
fact, options for using anesthesiolo-
gists and CRNAs together that are cost
effective and quality enhancing.

Two-provider cases

Medicare’s implicit skepticism about the
value of ACTs is also evidenced by its policy
with respect to cases where one anesthesiolo-
gist and one CRNA are both continually
present. For such 1:1 cases, Medicare’s gen-

eral policy is to pay only for the anesthesiolo-
gist, on the broad presumption that it is not
necessary to have multiple providers con-
tinually present. For CRNAs employed by
hospitals, this means that such cases return
no revenue to the hospital. And for CRNAs
generally, this means that complex cases for
which a 1:1 ratio may be clinically appropri-
ate are not economically feasible, at least for
Medicare patients. As part of the negotia-
tions over the 1996 federal budget, Medicare
has agreed toreformits 1:1 policy tosplitfees
between anesthesiologists and CRNAs as
they do for other ACT cases. For now, how-
ever, Medicare payments in 1:1 cases con-
tinue to flow only to anesthesiologists.

Medicare has instituted some changes that
enhance CRNAs’ market position. Medicare
allows CRNAs to bill directly for their ser-
vices, a precedent that has helped to persuade
some health plans to follow suit. By paying
anesthesiologists and CRNAs at the same
level for most services, Medicare reinforces
the overall parity and substitutability of the
two classes of providers. But on the whole,
Medicare’s approach to anesthesia cost con-
tainment may be characterized as “brute
force fee cutting,” without becoming par-
ticularly involvedin “where the chips fall” or
in reengineering how care is actually deliv-
ered. While Medicare’s TEFRA and OBRA
reforms have successfully lowered anesthe-
sia costs, they appear also to have had the
unintended effect of reinforcing anesthesi-
ologists’ role and limiting the incentives and
flexibility for exploring new divisions of
labor.

Limited impact from managed care in
promoting efficiency improvements

As with Medicare, HMOs and other man-
aged care organizations would benefit di-
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fectly from reducing anesthesia costs while
maintaining or enhancing the quality of care.
But few managed care organizations have
advanced beyond relatively modest fee dis-
counting in influencing the anesthesia mar-
ket or have made substantive efforts to evalu-
ate and redesign the anesthesia production
function. Why is it that managed care organi-
zations have not made greater efforts to de-
termine the optimal allocation of anesthesia
personnel? The answer lies in the following
five factors:

1. Anesthesiais “packaged” with the hos-
pital contracting decision.

2. Anesthesiaefficiency is acomplicated
area to attempt to improve.

3. Anesthesia billing methods are con-
fusing and create inappropriate incen-
tives.

4. There has been little competitive pres-
sure to improve anesthesia efficiency.

5. There has been little research into how
to improve anesthesia efficiency.

Anesthesia is “packaged” with the hospital
contracting decision

The two things any HMO or PPO must
have in their provider networks are hospitals
and primary care physicians, and it is these
contracts that typically receive the greatest
attention. Health plans must ensure adequate
geographic coverage of their service areaand
inclusion of the hospitals most used by the
plan’s physicians. Health plans may have
greater flexibility and leverage in contracting
with non-primary care physicians—except
for physicians who have exclusive practice
rights at specific hospitals, such as anesthesi-
ologists.

Once a health plan has decided to contract
with a hospital, the facility’s preexisting ar-
rangements for anesthesia care are automati-

cally part of the “package.” Under these
circumstances, the health plan has very lim-
ited leverage for negotiating favorable terms
with the established anesthesiologist group,
or for advancing proposals for alternative
and potentially more cost-effective anesthe-
sia practice models. In most cases, health
plans are likely to be content with negotiating
some degree of discount, while deferring to
hospitals their established role of determin-
ing anesthesia practice arrangements. Given
that hospitals are not directly accountable for
anesthesiologist costs, they are unlikely to
aggressively seek out more efficient arrange-
ments without strong incentives and involve-
ment from the health plans.

Anesthesia efficiency is a complicated area to
attempt to improve

It is natural for health plans to seek out
savings that are relatively easy to achieve
before moving on to more challenging areas.
For example, health plans have been very
aggressive in reducing unnecessary hospital
days, for which specific incentives can be
readily targeted, yielding substantial savings
in total health care expenditures.* By con-
trast, anesthesia is a complicated area, pro-
viders are often well entrenched and resistant
to change, and there are no “easy pickings” in
terms of managed care savings.

The degree of difficulty does not necessar-
ily change with the degree of vertical integra-
tion. Health plans that own or exert substan-
tial market control over their hospitals and
clinics, such as staff model HMOs, may face
many of the same issues of a physician-
dominated organizational culture as hospi-
tals. Replacing physicians with APNs or
other less expensive providers may be effi-
cient, but may lead to widespread dissatisfac-
tion and resistance among the health plan’s
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community of physicians. At the other end of
the integration continuum, health plans that
command only a fraction of the market share
atany given hospital cannot reasonably chal-
lenge a hospital to redesign itself to their
specifications—even assuming the health
plan knew enough about anesthesia to want
to do so.

Anesthesia billing methods are confusing and
create inappropriate incentives

A third factor limiting the influence of
managed care in anesthesia is confusion and
inappropriate incentives associated with an-
esthesia billing methods. Fee-for-service an-
esthesia is billed on the basis of a unique
methodology that measures total units per
case, including time units and base units.
Time units reflect the duration of the proce-
dure and are usually charged at the rate of one
time unit for each 15 minutes. Base units
reflect the complexity of the surgical proce-
dure and may range from 3 or 4 for simple
procedures, to 20 or more for highly complex
procedures.

One shortcoming of this system is that
although surgical complexity is certainly re-
lated to anesthesia complexity, other factors
such as the patient’s health may be better
predictors of anesthesia complexity and re-
quired resources.*™*? For example, a com-
plex procedure performed on a healthy pa-
tient may require less demanding anesthesia
services than a simpler procedure performed
on a patient in poor health. Base units defined
only in terms of surgical complexity have
significant shortcomings as a mechanism for
appropriately reimbursing anesthesia ser-
vices.

Another shortcoming of the complex an-
esthesia billing methodology is the difficulty

of recognizing the separate contributions of
anesthesiologists and CRNAs in ACT set=
tings. Medicare recognizes the two provider
classes and, except for 1:1 cases, will pay
each provider separately for the units associ-
ated with a particular case. Commercial
health plans, by contrast, will rarely “pay
twice” for anesthesia by reimbursing sepa-’
rate bills from anesthesiologists and CRNAs
(or from hospitals on CRNAs’ behalf) asso-
ciated with the same case, taking the view
that once they’ve paid one anesthesia bill,
they should not have to face another one.
This is not a problem for anesthesiologists
and CRNAs practicing as sole anesthesia
providers for a given facility or case, but can
be a serious problem for ACT practitioners.

1f CRNAs are working as anesthesiolo-
gists’ employees or subcontractors, the anes-
thesiologists’ bill will cover the CRNAs. In
regions of the country where this is common,
unit billing rates tend to be higher to reflect
the combined anesthesiologist/CRNA cost
structure. In areas where CRNAs are more
likely to be hospital employees, however,
there is no single bill that incorporates both
anesthesiologist and CRNA costs. Because
anesthesiologists bill separately from hospi-
tals and for anesthesia services only, they
generally bill more quickly and effectively.
Health plans will reimburse the first-arriving
anesthesiologist bill, but not a separate and
later-arriving CRNA bill.

Because of health plan resistance, rather
than billing for CRNA services on a fee-for-
service basis, hospitals may seek to recover
their CRNA costs through managed care fees
on a DRG, per diem, or other bundled-ser-
vice basis. This approach may not work,
however, with indemnity carriers who must
be billed on a fee-for-service basis. And by
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placing less emphasis on aggressive fee-for-
service billing for CRNA services, hospitals
are also likely to recover less from Medicare
or other government programs that do accept
separate CRNA bills. The overall impact of
this billing environment is difficulty for hos-
pitals in recovering CRNA costs and a fur-
ther impetus to remove CRNAs from the
hospital payroll, even if the result is a net
increase in total anesthesia costs.

There has been little competitive pressure to
improve anesthesia efficiency

A fourth factor limiting the influence of
managed care in anesthesia is the simple fact
that, to date, there is little direct competition
to do so. Once one HMO in a market area
begins to lower its premiums by reducing the
average hospital stay, other HMOs must fol-
low suit or risk becoming uncompetitive. But
if all health plans are allowing hospital stays
of the same duration as 20 years ago, there is
-much- less urgency for any health plan to
worry about lengths of stay. Anesthesia effi-
ciency today is much like lengths of stay 20
years ago—the potential for improvement is
there, but remains largely uninvestigated.

If this is to change, competitive pressure
may have to be consciously applied from the
outside by health care purchasers. The im-
pact of Medicare has already been discussed.
Other potential sources of pressure are large
employers and multiemployer purchasing
coalitions. Through the use of health plan
report cards and targeted contractual incen-
tives, some purchasers are becoming more
aggressive and sophisticated in pressuring
health plans to improve performance in cer-
tain areas. Anesthesiais not yet among these,
however. Even the radical approach adopted
in the recent request for proposal by the Twin

Cities Buyers Health Care Action Group,

~1 TAR a

- —-with-its goal of replacing tradiiional HMOs

with new *care systems” dedicated to inno-
vation and quality improvement, offers few
degrees of freedom for care systems that may
be inclined to innovate in the area of anesthe-
sia efficiency.?

There has been little research into how to
improve anesthesia

And last but not least, there is the problem
of inadequate research into how the effi-
ciency of anesthesia may be improved. A
recent survey of the anesthesia literature
found that “only 2% of clinical investiga-
tions and 1% of scientific abstracts included
any useful cost information.”*®80 Almost
all anesthesia research literature that ad-
dresses costs is limited to the evaluation of
specific anesthetic drugs, agents, and sup-
plies.* While these costs are significant and
an area where substantial improvement
could occur, anesthesia labor is the area of
greatest potential gain.#6-48

Managed care organizations have begun
to closely evaluate practice pattern variations
in areas such as elective surgery, diagnostic
procedures, and the treatment of specific
conditions. The study of variations provides
a basis for investigating whether certain pro-
viders may be providing more or less care
than is appropriate, and for developing
guidelines to assist providers to treat patients
as effectively and efficiently as possible. In
its own way, anesthesia delivery, and the
ACTs in particular, exhibit just as much
practice variation as elective surgeries, and
with equally significant cost implications,
but have not received comparable managed
care attention.

Despite the prevalence of ACTs, there is
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no consistent standard or model of ACT
structure and function. From region to re-
gion, and from hospital to hospital within
specific communities, there is wide variation
in ACT division of labor, the roles and re-
sponsibilities of anesthesiologists and
CRNAs, and CRNAs’ permitted scope of
practice. In Hospital A, the overall ratio of
anesthesiologists to CRNAs may be 1:4, with
CRNAs involved in all cases and accorded a
“broad scope of practice including regional
anesthesia, invasive monitoring lines, and
other complex procedures. Hospital B in the
same city and with similar patients may have
a 1:2 ratio, with anesthesiologists handling
many cases on their own and CRNAs highly
restricted in the types of procedures they may
perform. These types of variations are a func-
tion of the unique culture and history of each
facility, rather than any clinical or empirical
rationale.

The following few studies that have exam-
ined anesthesia labor efficiencies have two
things in common: (1) they indicate a poten-
tia] for substantial efficiency improvements
through increased use of CRNAs, with no
dimunition of quality or outcomes; and (2)
they have not been implemented.

Cromwell and Rosenbach (1990)* stud-
ied anesthesiologist productivity and con-
cluded that anesthesiologists are much more
productive when delegating tasks to CRNAs
than in performing cases alone, and that such
delegation “could save society approxi-
mately $500 million in anesthesiologist
costs, even allowing for an increase in nurse
anesthetists.”**1% They also concluded that
“the main source of inefficiency stems from
paying the anesthesiologist three times what
a CRNA earns, even though they perform
most tasks equally well.”s!®169

Kaiser Permanente (1995)%2 conducted an
internal study of operating room best prac-
tices in their West Coast operations, includ-
ing anesthesia labor. They concluded that
(1) “The cost of MD direction can be reduced
by spreading it over more operating
rooms.”3P%) (2) “A 1:4 ratio is more cost
effective than a 1:2 or 1:3 ratio. We found no
evidence that the 1:4 ratio is associated with
unexpected adverse outcomes.”s4?9 (3) “[f
CRNAs are credentialed to perform inva-
sive monitoring, fiberoptic bronchoscopy,
and intraoperative Transesophageal Echo-
cardiography (TEEE), opportunities [should
be] provided CRNAs to utilize these
skills.”>®19) Despite the high degree of con-
trol over anesthesia Kaiser could presumably
exertas a highly integrated system, the study
found tremendous variation in anesthesia
staffing—with costs ranging from 62 percent
above the “guideline,” or recommended
level, to 26 percent below. Due in part to
anesthesiologist resistance, this study has not
yet had a major impact on anesthesia labor
allocations within the Kaiser system.

Fassett and Calmes (1995)% reported on a
study conducted in 1992 of a 370-bed public
teaching hospital to examine how one ACT
functions, anesthesiologists’ and CRNAs’
roles within the ACT, variations in the per-
ceived value of anesthesiologist medical di-
rection, and practice modifications that
could lower costs. They found that (1) “An-
esthesiologists and nurse anesthetists in this
study agreed in their perceptions that more
than 70% of these cases did not need medical
direction.”® 117 (2) “Excessive medical di-
rection may be contributing to the higher
costs of ACTs. Revision of medical direction
guidelines, focusing on patient and operative
factors, are recommended to preserve the
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ACT as a practice option, while making it
more cost effective.” 317

tive levels of medical direction, building on
the Fassett and Calmes findings. Patients in a
control group were treated using standard
facility staffing patterns, primarily one anes-
thesiologist for two CRNAs following the
TEFRA guidelines for anesthesiologist par-
ticipation. Patients in the study group were
prospectively assigned to three groups ac-
cording to the expected need for medical
direction. Group A cases were handled by
CRNAs alone. Group B cases were handled
by CRNAs following anominal preoperative
consultation with an anesthesiologist, not
including patient examination by the anes-
thesiologist, and no further anesthesiologist
involvement. Group C cases were handled on
atraditional ACT basis in conformance with
TEFRA guidelines. The study found no dif-
ferences in outcomes between the control
and study groups, but significantly lower
costs from following the study group guide-
lines—48 percent lower costs for Group A
cases and 36 percentlower costs for Group B.

Except as noted, the findings of these
studies into potential improvements in the
efficient allocation of anesthesia labor have
not been implemented or made the subject of
further study in any other hospitals or man-
aged care systems.

Potential for Gains in Efficiency

What division of labor would an efficient
market produce between two classes of pro-
viders with substantially overlapping capa-
bilities, where one earns approximately three
times more than the other? It would use the
less costly providers to the greatest possible

. Whatdivision of labor would an
~ Stein (1994)* reported on a frial of alterna-

efficient market produce between two
classes of providers with substantially
overlapping capabilities, where one
earns approximately three times more
than the other?

extent, and concentrate use of the more costly
provider on those cases and roles where the
benefits of the higher cost are cost effective
and clinically proven. What might this look
like as applied to anesthesia care, and how
would it affect costs?

Using a hypothetical urban hospital, the
following series of tables illustrates the im-
pact on anesthesia labor costs using alterna-
tive divisions of labor among anesthesiolo-
gists and CRNAs. The analysis could be
extended to address additional complexities
of staffing requirements and other types of
health care staff who may be part of the
division of labor under certain circumstances
(e.g., registered nurses, anesthesia assistants
or technicians, and supervisory staff). How-
ever, such features would add considerably
to the model’s complexity, and their absence
should not detract from the model’s purpose
of illustrating in general terms the potential
for savings from efficiency improvements.

Table 1 contains basic assumptions about
the hypothetical urban hospital, including the
volume of cases requiring anesthesia, the
costs and productivity of anesthesia labor, and
the anesthesia billing environment. Tables 2
and 3 allocate the case volume at the hospital
to three categories that vary according to the
need for medical direction, based on the crite-
ria used in the Stein study.® Table 4 shows the
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Table 1. Basic assumptions, hypothetical urban community hospital

Assumptions Amount Per
Business volume Billing volume in cases 10,000 Year
Billing volume in base/time units 125,000 Year
Average units per case 12,5 Case
Labor and office costs Anesthesiologist median salary $244,600 Year
CRNA median salary $82,000 Year
Cost of benefits, overhead taxes 20% Salary
Anesthesiologist—total cost of labor $293,520 Year
CRNA—total cost of labor $98,400 Year
Office overhead costs $4.00 ° Unit
Labor productivity Anesthesiologist/ CRNA work days/year 230 Year
Anesthesiologist/CRNA type A cases/day 3.5 Day
Anesthesiologist/CRNA type B cases/day 2.5 Day
Anesthesiologist/CRNA type C cases/day 1.5 Day
Billing environment Gross charges $57.50 Unit
Avg. discount across all payers 35% Unit
Avg. net charges $37.38 Unit

number of anesthesiologists and CRNAs re-
quired for the three case categories under a
variety of staffing options, from anesthesiolo-
gistonly to CRNA only. Table 5 evaluates the
total cost for anesthesia labor across the staff-
ing scenarios from Table 3. Table 6 shows the
impact of the staffing scenarios in terms of
anesthesiologist and CRNA earnings, and the
potential impact on the fee-for-service unit
price for anesthesia services.

Basic assumptions

The hospital depicted in Table 1 handles
10,000 cases per year, representing a total of
125,000 billable anesthesia “units” (base +
time), or an average of 12.5 units per case.
The model assumes anesthesiologist and
CRNA earnings are at the median level, an
additional 20 percent for benefits and payroll
taxes, and $4 per unit allocated for the over-

head costs of operating the anesthesia profes-
sionals’ business office. The model assumes
equivalent productivity for anesthesiologists
and CRNAs based on 230 work days per
year, and that the number of cases that can be
handled per day decreases as case complex-
ity increases. The billing environment is
based on a gross charge level of $57.50 per
unit, an average discount of 35 percent—
with commercial payers at 15 to 30 percent,
Medicare and Medicaid at over 60 percent,
and a modest bad debt allowance—resulting
in average net charges of $37.38 per unit.
Any of these assumptions can be altered to
more accurately portray the circumstances of
a specific hospital, but large changes would
be necessary to change the model’s basic
conclusions as depicted in Tables 5 and 6.
Table 2 provides further detail on the
breakdown of surgical case types fromless to
more complex, based on the previously dis-
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Table 2. Case categories according to the need for two anesthesia professionals
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cussed approach reported in the Stein and
Fassett and Calmes studies. This approach
assigns patients to one of three categories
based on the expected need for the involve-
ment of two or more anesthesia profession-
als, including consultation, direction, and
two pairs of hands. Category “A” cases are
least complex and, according to the study
findings, do not require two anesthesia pro-
fessionals. Indicators for category A cases
include the following: overall good health,
neither very young nor very old, normal

- airway status, a relatively simple surgical
procedure, normal vital signs, at least six
hours since food or drink, and no trauma. At
the other extreme, indicators for category C
cases include one or more of the following
factors: poor patient health, very young or
very old, abnormal airway status, a complex
surgical procedure, abnormal and unstable
vital signs, five or fewer hours since food or
drink, and major trauma. Table 3 assigns the
10,000 cases in our hypothetical hospital to
category A, B, or C based on the results
reported in the Stein study.

Alternative divisions of labor

Table 4 explores alternative divisions of
labor for handling the cases in the hypotheti-
cal hospital, ranging from anesthesiologist
only to CRNA only, and various anesthesia
care team models—the full spectrum of pos-
sible divisions of labor. For each model,
required full-time equivalents (FT Es) are
calculated based on the Table 1 case capacity
estimates,

Model A depicts a practice based on anes-
thesiologists exclusively. Models B and C
depict a staffing pattern in which there is one
anesthesiologist for each CRNA—model B
has one anesthesiologist and one CRNA on
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~ Table 3. Allocation of cases

’ No. of No. of
Case Need for two anesthesia Facility case facility Avg. total facility
type professionals volume (%) cases/year units/case  units/year
“A No need established 34% 3,400 8.5 - 28,890
B Limited prior consultation may 47% 4,700 12.0 56,400
'be beneficial
C- ' Anesthesia care team may be 19% 1,900 20.9 39,710
beneficial
Totals 100% 10,000 125 125,000

every case, and model C assumesa 1:2or 1:3
ratio on simpler cases, with anesthesiologists
handling the most complex cases alone. Al-
though models B and C have the same overall
staffing ratio, model C requires far fewer
total personnel. Models D and E both show
an overall division of labor with two CRNAs
for each anesthesiologist—model D on a
straight 1:2 ratio for all cases, and model E
with anesthesiologists performing some
cases alone. Model E may be the closest to
the average of ACT practice nationally.

The remaining models are more CRNA
intensive. Models F and G reflect actual
practice at some hospitals and are based on
anesthesiologist to CRNA ratios for all cases
of 1:3 and 1:4, respectively. Model H depicts
a more CRNA-intensive practice, following
the need for limited anesthesiologist consul-
tation or assistance in less complex cases
indicated in the Stein and Fasset and Calmes
studies. Model I depicts a practice based on
CRNAs exclusively, a model in use at many
rural hospitals and specialty surgery centers
for plastic surgery, dental surgery, and eye
surgery. These types of surgeries are less
likely than inpatient care to be fully covered
by insurance and are therefore more price
sensitive.

Potential savings

Tables 5 and 6 illustrate the economic
impact, and potential for savings, inherent in
the alternative divisions of labor. Table 5
shows salary and benefit costs, based on the
prevailing earnings levels and benefit costs
for anesthesiologists and CRNAs. Com-
pared to model A, the anesthesiologist-only
practice, all other models require more total
FTEs, but still cost less—except for the
model B (straight 1:1 ratio). Models F, G, H,
and I, with ratios of 1:3 or greater, cost 67
percent, 59 percent, 46 percent, and 34 per-
cent, respectively, of the anesthesiologist-
only model.

Table 6 brings all of the preceding tables
together to show the impact on the economics
of an anesthesia practice, including (1) annual
revenue case type, (2) office overhead costs,
(3) CRNA salary and benefits, (4) anesthesi-
ologist salary and benefits, (5) the net profit or
loss at prevailing prices, and (6) the percent-
age price change necessary to break even. A
different result is shown for each of the nine
divisions of labor depicted in Table 4. A
positive percentage in the “net profit or loss”
column means that prices would have to be
increased to cover overhead costs and main-
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Table 4. Division of labor

Model A—Anesthesiologist-only practice

Total
Case CRNA Anesthesiologist CRNAs/ Required Required required
type  FTEs/case FTEs/case anesthesiologist CRNAs  anesthesiologists  personnel
A 0.00 1.00 0.0 0.0 4.2 4.2
B 0.00 1.00 0.0 0.0 8.2 8.2
C 0.00 1.00 0.0 0.0 55 55
Totals 0.0 0.0 17.9 17.9
Model B—2.0 Anesthesia professionals for every case
Total
Case CRNA Anesthesiologist CRNAs/ Required Required _ required
type  FTEs/case FTEs/case anesthesiologist CRNAs  anesthesiologists  personnel
A 1.00 1.00 1.0 4.2 4.2 8.4
B 1.00 1.00 1.0 8.2 8.2 16.3
C 1.00 1.00 1.0 55 5.5 11.0
Totals 1.0 17.9 17.9 35.8
Model C—Avg. 1:1 ratio, some anesthesiologist-only cases
Total
Case CRNA Anesthesiologist CRNAs/ Required Required required
type FTEs/case FTEs/case anesthesiologist CRNAs  anesthesiologists  personnel
A 1.00 0.33 3.0 4.2 1.4 5.6
B 1.00 0.50 2.0 8.2 4.1 12.3
C 0.00 1.00 0.0 0.0 5.5 5.5
Totals 14 12.4 11.0 234
Model D—1.5 Anesthesia professionals for every case
Total
Case CRNA Anesthesiologist CRNAs/ Required Required required
type  FTEs/case FTEs/case anesthesiologist CRNAs  anesthesiologists  personnel
A 1.00 0.50 2.0 4.2 2.1 6.3
B 1.00 0.50 2.0 8.2 4.1 12.3
C 1.00 0.50 2.0 5.5 2.8 83
Totals 2.0 17.9 9.0 26.9
Model E—Avg. 1:2 ratio, some anesthesiologist-only cases
Total
Case CRNA Anesthesiologist CRNAs/ Required Required required
type  FTEs/case FTEs/case anesthesiologist CRNAs  anesthesiologists personnel
A 1.00 0.25 4.0 4.2 Co1a 5.3
B 1.00 0.25 4.0 8.2 2.0 10.2
C 0.80 1.00 0.8 4.4 5.5 9.9
Totals 2.0 16.8 8.6 25.4

(continues)
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Table 4. continued

Model F—1.33 Anesthesia professionals for every case

Total
Case CRNA Anesthesiologist CRNAs/ Required Required required
type  FTEs/case FTEs/case anesthesiologist ~CRNAs  anesthesiologists personnel
A 1.00 0.33 3.0 4.2 1.4 5.6
B 1.00 0.33 3.0 8.2 2.7 10.9
C 1.00 0.33 3.0 5.5 1.8 7.3
Totals 3.0 17.9 59 23.8
Model G—1.25 Anesthesia professionals for every case
Total
Case CRNA  Anesthesiologist CRNAs/ Required Required required
type  FTEs/case FTEs/case anesthesiologist CRNAs  anesthesiologists  personnel
A 1.00 0.25 4.0 4.2 o1 5.3
B 1.00 0.25 4.0 8.2 2.0 10.2
C 1.00 0.25 4.0 55 1.4 6.9
Totals 4.0 17.9 4.5 22.4

Model H—CRNA-intensive care team, based on California study findings

Total
Case CRNA Anesthesiologist CRNAs/ Required Required required
type  FTEs/case FTEs/case anesthesiologist CRNAs  anesthesiologists  personnel
A 1.00 0.00 — 4.2 0.0 4.2
B 1.00 0.10 10.0 8.2 © 0.8 - 9.0
C 1.00 0.25 4.0 5.5 1.4 6.9

Totals 8.2 17.9 2.2 20.1

Model I—CRNA-only practice

Total
Case CRNA Anesthesiologist CRNAs/ Required . Required required
type  FTEs/case FTEs/case anesthesiologist CRNAs  anesthesiologists  personnel
A 1.00 0.00 — 4.2 0.0 4.2
B 1.00 0.00 — 8.2 0.0 82
C 1.00 0.00 _ 5.5 0.0 55
Totals — 17.9 0.0 17.9

tain prevailing CRNA and anesthesiologist
salary levels. A negative percentage means
that prices could be decreased without falling
below prevailing salary levels.

In the marketplace, of course, anesthesiolo-
gists and CRNAs are not free to charge any
price they wish in order to “hold earning levels
constant.” A priceincrease may not be accepted
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Table 5. Salary costs associated with alternative divisions of labor |

practice

Personnel
Required professionals costs (in $ millions)
Total as
- Anesthesi- ‘ Anesthesi- % of
Model CRNAs  ologists  Total CRNAs ologists Total Model A
Model A—Anesthesiologist- 0.0 17.9 17.9  $0.00 $5.26 $5.26 100%
only practice \
Model B—2.0 anesthesia, .- 17.9 17.9 358 $1.76 $5.26 $7.02 134%
professionals for every
case
Model C—Avg. 1:1 ratio, 12.4 11.0 234  $1.22 $3.23 $4.45 85%
some anesthesiologist-
only cases
Model D—1.5 anesthesia 17.9 9.0 269 $1.76 $2.63 $4.39 84%
professionals for every ‘
case ‘
Model E—Avg. 1:2 ratio, 16.8 8.6 25.4  $1.65 $2.53 $4.18 80%
some anesthesiologist-
only cases
Model F—1.33 anesthesia 17.9 5.9 23.8 $1.76 $1.73 $3.50 67%
professionals for every
case
Model G—1.25 anesthesia 17.9 4.5 224  $1.76 $1.31 $3.08 59%
professionals for every
case ‘
Model H—CRNA-intensive 17.9 2.2 '20.1 $1.76 $0.64 $2.41 46%
care team, based on
California study findings
.Model I—CRNA-only 17.9 0.0 179 $1.76 $0.00 $1.76 34%

by health care purchasers, in which case anes-
thesia professionals would need to reduce earn-
ings or overhead costs to break even. On the
other hand, a potential price decrease does not
automatically mean that a health plan will re-
ceive the full decrease. This will only occur if
the market is sufficiently competitive, and the
health plan understands the internal economics
of anesthesia sufficiently tonegotiate acontract
that passes along all or most of the savings. To

the extent this does not occur, the owners of the
anesthesia practice will be able to retain higher
earnings.

In each model, the annual revenue and
office overhead costs are the same, giving
our hypothetical practice approximately
$4.2 million to meet the costs of anesthesia
professional labor. In model E, the practice
setting that may be closest to “typical” for
urban community hospitals, no price change
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Table 6. Impact on practice economics from alternative.divisions of labor

Model A—Anesthesiologist-only practice

Annual Office Anesthesiologist Price change
Case revenue by overhead CRNA salary salary and need to
type case type costs - and benefits benefits Profitorloss  break even
A $1,079,756  $115,559 $0 $1,239,712 ($275,515) 26%
B $2,107,950 $225,600 $0 $2,399,207 {$516,857) 25%
C  $1,484,161  $158,840 $0 $1,616,487 ($291,166) 20%
- Totals  $4,671,868 $499,999 $0 $5,255,406 ($1,083,537) 23%
Model B—2.0 Anesthesia professionals for every case
Annual Office Anesthesiologist Price change
Case revenue by overhead CRNA salary salary and need to
type case type costs and benefits benefits Profit or loss  break even
A '$1,079,756 $115,559 $415,602 $1,239,712 ($691,117) 64%
B - $2,107,950 $225,600 $804,313 $2,399,207 ($1,321,170) 63%
C ' $1,484,161  $158,840 $541,913 $1,616,487 ($833,079) 56%
Totals  $4,671,868 $499,999  $1,761,829 $5,255,406 ($2,845,366) 61%
Model C—Avg. 1:1 ratio, some anesthesiologist-only cases
Annual Office Anesthesiologist Price change
Case revenue by overhead CRNA salary salary and need to
type case type costs and benefits benefits Profitor loss  break even
A $1,079,756  $115,559 $415,602 $409,105 $139,490 -13%
B $2,107,950 $225,600 ©  $804,313 $1,199,603 ($121,567) 6%
C $1,484,161 $158,840 $0 $1,616,487 ($291,166) 20%
Totals  $4,671,868 $499,999 $1,219,916 $3,225,195 ($273,243) 6%
Model D—1.5 Anesthesia professionals for every case
Annual Office Anesthesiologist Price change
Case revenue by overhead CRNA salary salary and need to
type case type costs and benefits benefits Profit or loss  break even
A $1,079,756  $115,559 $415,602 $619,856 ($71,261) 7%
B $2,107,950 $225,600 $804,313 $1,199,603 ($121,567) 6%
C $1,484,161  $158,840 $541,913 $808,243 ($24,835) 2%
Totals  $4,671,868 $499,999 $1,761,829 $2,627,703 ($217,663) 5%
Model E—Avg. 1:2 ratio, some anesthesiologist-only cases
Annual Office Anesthesiologist Price change
Case revenue by overhead CRNA salary salary and need to
type case type costs and benefits benefits Profit or loss  break even
A $1,079,756  $115,559 $415,602 $309,928 $238,667 -22%
B $2,107,950  $225,600 $804,313 $599,802 $478,235 -23%
C $1,484,161 $158,840 $433,530 $1,616,487 ($724,696) 49%
Totals $4,671,868 $499,999 $1,653,446 $2,526,217 ($7,794) 0%
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__Table 6. continued . - -

Model F—1.33 Anesthesia professionals for every case

Annual Office Anesthesiologist Price change
Case revenue by overhead CRNA salary salary and need to
type case type costs and benefits benefits Profit or loss - break even
A $1,079,756  $115,559 $415,602 $409,105 $139,490 -13%
B $2,107,950 $225,600 $804,313 $791,738 $286,299 -14%
C $1,484,161 $158,840 $541,913 $533,441 $249,968 -17%
Totals  $4,671,868 $499,999 $1,761,829 $1,734,284 $675,756 -14%
Model G—1.25 Anesthesia professionals for every case
Annual Office Anesthesiologist Price change
Case revenue by overhead CRNA salary salary and " need to
type case type costs and benefits benefits Profitor loss  break even
A $1,079,756  $115,559 $415,602 $309,928 $238,667 -22%
B $2,107,950 $225,600 $804,313 $599,802 $478,235 -23%
C $1,484,161 $158,840 $541,913 $404,122 $379,286 -26%
Totals  $4,671,868 $499,999 $1,761,829 $1,313,851 $1,096,188 -23%
Model H—CRNA-intensive care team, based on California study findings
Annual Office Anesthesiologist Price change
Case revenue by overhead CRNA salary salary and need to
type case type costs and benefits benefits Profitor loss  break even
A $1,079,756 $115,559 $415,602 $0 $548,595 -51%
B $2,107,950 $225,600 $804,313 $239,921 $838,116 -40%
C $1,484,161 $158,840 $541,913 $404,122 $379,286 -26%
Totals  $4,671,868 $499,999 $1,761,829 $644,042 $1,765,997 -38%
Model I— CRNA-only practice
Annual Office Anesthesiologist Price change
Case revenue by overhead CRNA salary salary and need to
type case type costs and benefits benefits Profitor loss  break even
A $1,079,756  $115,559 $415,602 $0 $548,595 -51%
B $2,107,950  $225,600 $804,313 $0 $1,078,037 -51%
C $1,484,161  $158,840 $541,913 $0 $783,408 -53%
Totals $4,671,868 $499,999 $1,761,829 $0 $2,410,040 -52%

is needed for the practice to break even. The
practice earns a profit on the simpler cases
(types A and B) handled on a 1:4 basis, which
is offset by a loss on the more complex cases
handled as 1:1 or anesthesiologist only.
Inmodels A,B,C,and D, a price increase

would be necessary to break even. For model
D, where all cases are handled on a 1:2 basis,
amodest five percent increase would suffice
to maintain earnings at the median levels, and
model C requires only a six percent increase.
Model A, the anesthesiologist-only practice,
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would require a substantial and probably
_untenable 23 percent price increase to
maintain earning levels. Model B, with two
professionals for every case, clearly can-
not work since it requires a 61 percent
increase.

Models F, G, H, and I allow room for a price
decrease or to maintain current prices and re-
turn higher earnings to the practice owners. For
model F, where all cases are handled on a 1:3
basis, prices could be decreased 14 percent.
Model G, with straight 1:4 ratios as recom-
mended by the Kaiser study, allows for a 23
percent decrease. Model H, based on the Stein
and Fassett and Calmes studies, yields a 38
percentdecrease. Andif a CRNA-only practice
were feasible in our hypothetical hospital, as
depicted in model I, prices could be reduced by
more than one-half (52 percent) without going
below the median earning levels.

Anesthesia services account for an esti-
mated 2.4 percent of total health care costs
for commercial group health insurance. If
model E is closest to today’s norm and the
basis for that 2.4 percent, what would it mean
to a health care purchaser to move to model
F, G, H, or1?If an employer’s average health
care costs per employee per year are
$3,500,% 2.4 percent represents $84 per em-
ployee. Moving to model F would save $12
per employee or 0.3 percent of total health
care costs, model G saves $19 per employee
or 0.5 percent, model H saves $32 or 0.9
percent, and modelIsaves $44 0r1.2 percent.
For an employer with 100 employees, model
H (for example) would mean a $3,200 annual
health insurance savings, or almost 1 per-
cent. A large employer with 100,000 em-
ployees, such as a Fortune 500 company or
large government agency, would save $3.2
million annually.

The Challenge to Managed Care

The goal of managed care organizations
with respect to anesthesia services should be
to provide high quality care as efficiently as
possible. Unique features of the market for
anesthesia labor have prevented managed
care from reshaping anesthesia practice. The
challenge to managed care is to overcome
these barriers and to create an anesthesia
practice structure with incentives and oppor-
tunities for both providers to work together,
to pool their energies and creativity toward a
common end.

Some health plans have begun some mod-
est restructuring of anesthesia incentives,
such as contracting for anesthesia services on
acapitation basis. While this may be a stepin
the right direction, it does not necessarily
change incentives appropriately or enough.
If capitation is limited to anesthesiologist
costs, it does not capture the full anesthesia
“production function” inéluding CRNAs
and, ideally, incentives for efficient use of
anesthetic agents, drugs, and supplies. If the
capitation amount is based strictly on what
has been paid in the past, perhaps modestly
discounted, it tends to lock in historical inef-
ficiencies rather than promote new and more
efficient models. And if capitation includes
anesthesiologists and CRNAs, but anesthesi-
ologists are able to “call the shots” in terms of
the division of labor because they are the sole
business owners and decision makers, they
will still manage the business to maximize
anesthesiologist earnings and job security,
not anesthesia labor efficiency.

What might a new anesthesia practice
model look like? First, it should contain incen-
tives for anesthesia providers to (1) use sup-
plies, drugs, and equipment efficiently; (2)
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recognize the impacts of anesthesia practice
~methods in terms of patient recovery time,
patient satisfaction, and other “beyond the
operating room” factors; and (3) improve the
coordination and teamwork of anesthesia with
other operating room and hospital functions.

Next, a new anesthesia practice - model
should contain incentives for good out-
comes, high quality, and a high degree of
teamwork and collegiality among anesthesia
professionals. If anesthesiologists and
CRNAsdonot see each other as partners with
a shared incentive to improve the practice,
whether as employees or as owners together,
they may instead see each other primarily as
competitors engaged in a “zero sum game.”
While recognizing anesthesiologists’ and
CRNAs’ distinct skills and capabilities, a
new practice model should allow both to
participate equally in the benefits, risks, and
management of the anesthesia practice, to the
extent that they wish to do so.

Finally, a new anesthesia practice model
must contain incentives for the efficient use

of labor. To the extent that this may result in
decreased demand for one type of provider
and increased demand for another, methods
should be developed to allow adjustments to
be made as fairly and gradually as possible,
while méintaining progress toward the effi-
ciency goals.

The incentive for managed care to make
progress toward a new and better anesthesia
practice model is money. Whichever health
plan “figures it out” first in its market area
could gain a price advantage over its com-
petitors of as much as a full percentage
point—enough to tip the balance in some
marketing situations. Achieving that per-
centage point will be difficult, and require a
much greater level of attention and sophisti-
cation than managed care has shown for
anesthesia in the past. But then, most of the
“easy” savings, such as reducing inpatient
lengths of stay, have already been taken.
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The appropriate human resources needed for pro-
viding anesthesia care'in this country have been
under debate for at least 50 years. Nurse anesthe-
tists have been the major, hands-on providers of
anesthesia services since the late 1870s. According
to Rosemary Stevens, during the midst of World
War II (1942), there were 17 nurse anesthetists for
every one physician anesthesia provider.!

With the end of the war, and the formalization
of the medical specialty in anesthesiology, more
medical residencies were established. The Ameri-
can Society of Anesthesiologists (ASA) was not long
in stating that its goal was the establishment of an
all-physician specialty, i.e., eliminating and phas-
ing out America’s nurse anesthetists.2 This goal has
never been achieved, and the attempt to replace
nurse anesthetists limited the vision of medical an-
esthesiology’s leaders in defining what a truly med-
ical role in this specialty should be, then and for the
future. Consequently, the medical specialty that
developed was patterned after the nursing specialty,
thus creating the great functional overlap between
medicine and nursing, rather than capitalizing on
the unique background of medicine to make that
specialty the true internist of surgical care or the
expert in critical care and resuscitative medicine.

The resulting conflict concerning the appro-
priate provider mix in the field of anesthesiology
has been long debated, though the number of phy-
sicians within this field has seriously limited ASA’s
ability to achieve its primary goal of replacing
nurses in the specialty.

Can prepare 10 CRNAs for the cost of one
anesthesiologist
As a part of its data collection in support of

43

nurse anesthesia, the Texas Association of Nurse
Anesthetists (TANA) undertook a study to assess
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N

the differential costs of preparing nurse anesthe-

tists and anesthesiologists. Based on data gathered
reflecting 1990 and 1991 costs from the Texas Higher
Education Coordinating Board® ' and from the
Health Care Finance Administration of the U.S.
Department of Health and Human Services,” it cost
approximately $635,000 to prepare one anesthesiol-
ogist from undergraduate studies through medical
school and postgraduate medical education. The
average cost of preparing a CRNA in Texas for
approximately the same period was $59,000, with a

low-end cost of $49,700 and a high-end cost of $75,000

including both undergraduate and graduate educa-
tional programs.* (See Table I and notes.)

Corroboration of medical education costs was
sought from the American Medical Association
(AMA), the American Association of Medical
Schools, and the Liaison Committee on Medical
Education. None of the organizations had such data
and replied that such data were hard to come by.

Based on the aforementioned costs, 10 CRNAs
could be prepared for the cost of preparing one
anesthesiologist. In addition, those 10 CRNAs could
have entered the work force and collectively pro-
vided a total of 35 to 40 years of service as profes-
sional nurses or nurse anesthetists by the time the
one anesthesiology resident was ready to enter
practice.

Provider mix

Both CRNAs and anesthesiologists are appro-
priate providers for anesthesia care. Outcome stud-
ies of care show that in the broad area of overlap
between medicine and nursing which includes the
majority of the components of anesthesia services,
both providers afford the same high quality of
services." Both providers tend to utilize medical
consultation for those patients having significant
medical problems or complications. As a result of
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Table |

Data concerning cost of preparing nurse anesthetists and anesthesiologists in Texas

BS/BSN Graduate .
degree Clinical education Medical Postgraduate
36-42 practice 24-30 education education
Practitioner . ... months . . asAN' months’ 36 months 48months®  Total
CRNA*
high $31,758 2-4 yrs $42,419 . e $ 75177
average $26,203 on $32,950 - . $ 59,153
low $ ----- average $23,499 - $ 49,702
Anesthesiologist Undergraduate Medical school  Residency
high )
average $20,000° $276,000° $339,3487 $635,348°
low o

1. After graduating from nursing school and attaining licensure, a nurse must work in an acute or critical care nursing
setting at least 1 year before applying for entrance into a nurse anesthesia program. Most students enter the graduate nurse
anesthesia educational program with 2-4 years of nursing experience. As a result, in the time it takes to prepare an
anesthesiologist, a CRNA has practiced nursing and/or nurse anesthesia 3'%-4 years.

2. Mostnurse anesthesia graduate programs are 24-30 months in length. Some of the cost variance may result from those
differences, in addition to those cited in the Texas Higher Education Coordinating Board Report. Upon completion of the
program, a graduate is eligible to write the certification examination in the specialty. In Texas, graduates may work without
certification, but information from the American Association of Nurse Anesthetists demonstrates that only 6 of some 1,700
CRNAs in the state do not have initial certification, and 25 are not recertified (who are eligible for recertification).

3. Upon graduation from medical school, physicians enter a 4-year anesthesiology residency program: 1 year is
dedicated to internal medicine, 2 years to general anesthesiology, and 1 year is spent as a fellow in a subspecialty area or in
further basic science education and research. After completion of the fourth year, the graduate is eligible for certification.

4, These figures for the cost of preparing CRNAs in the state of Texas come from the Texas Nursing Educatidn Cost Study

and Funding Recommendations, A Report to the Legislative Budget Board in Response to: 71st Legislature, Senate Bill

2222, Article lll, rider 25, Regular Session 1989, October 1990. ‘

5. This figure represents a low estimate of the educational costs of obtaining a baccalaureate degree with a pre-medicine
major.

6. This figure is based on information from the Texas Higher Education Coordinating Board, printed in the Report of the
Texas Health Policy Task Force Report, released in October 1992. The figure quoted was “nearly $69,000" per medical
student per year, “with in-state student tuition of $5,463 annuaily and out-of-state student tuition $21 ,85’2 annualty.”

7. This figure ($84,837 per resident per year) has been obtained from the director of Hospital Payment Policy, HCFA, in a
letter dated July 27, 1992 to Kathleen A. Michels, RN, JD, director of Federal Government Affairs, American Association of
Nurse Anesthetists. These figures are for fiscal year 1990, and include data from 1,201 teaching hospitals. This figure is
higher, as would be expected than that found reported in the Journal of Academic Medicine, 1989,64(6):31 4-319, for
hospital costs in the St. Paui/Minneapolis area in 1983-1984. This study reported that cost to be $73,000. Most residents
are paid a stipend of from $24,000 to $32,000 per year. While residents generate revenue from the supervised services
performed, that revenue generaily goes to the medical school physician practice plan as a supplement to physician salaries
paid by the state if associated with a state medical school.

8. Considering the average cost of preparing nurse anesthetists, it becomes apparent that about 10 nurse anesthetists
can be prepared for the cost of preparing 1 anesthesiologist. Further, cumulatively nurse anesthetists will have provided at
least 35-40 years of nursing and nurse anesthesia services to the community, either as professional nurses or nurse
anesthetists, by the time the anesthesiology resident graduates.

Note 1. While this chart reflects the data found concerning the cost of preparing nurse anesthetists and anesthesiologists in Texas, itis
probably reasonably accurate for preparing nurse midwives and obstetrician/gynecologists. The cost of preparing nurse practitioners is
somewhat less on the average by about $4,000. The cost of residency education for a primary care physician (internal medicine or family
practice) will be $84,847 less than that of preparing an anesthesiologist, or $254,511, since the primary care physician has a 3-year rather
than a 4-year residency.

Note 2. It should be noted that physicians in the state of Texas who qualify as state residents seldom pay more than 10-15% of the actual

cost of their education, while the rest is borne by society. On the average, nurses pay a significantly greater percentage of their educational
costs than do physicians.
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current patterns of practice (based more on reim-
bursement patterns than on valid patient care cri-
teria), a variety of provider mix ratios have been
suggested. Two federally mandated studies concern-
ing nurse anesthetists and other publications re-
sulting from them have advocated a provider mix
of one anesthesiologist to 2 to 3 CRNAs as a basis of
affording cost-effective anesthesia to the American
public.”-® While the majority of CRNAs in this coun-

~tryworkwith anesthestologists, about 20% to 25% of -

the American public is served solely by CRNAs.
Many of these CRNAs reside in rural areas. Anes-
thesiologists have not found rural America suffi-
ciently fiscally rewarding to move into these areas
in significant numbers.

The American Association of Nurse Anesthe-

tists (AANA) has historically contended that fixed
ratios as a measure of personnel mix for the nation’s
health facilities are inappropriate. Fixed ratios fail
to take into consideration the population served or
the facility’s type of workload. Further, CRNAs
working alone historically have provided and con-
tinue to provide high-quality, essential services
which would not otherwise have been available,
affording many people healthcare in their own
communities.

Rosenbach and Cromwell found that when
CRNAs and anesthesiologists work together, each
provider was equally likely to be assigned the most
complex of cases. They also found that when
CRNAs worked alone, the complexity of anesthesia
services required was somewhat lower than when
CRNAs and anesthesiologists worked together; how-
ever, CRNAs working alone did more emergency
anesthesia cases on a percentage basis than did an-
esthesiologists working alone or anesthesiologists
and CRNAs working together. The decrease in com-
plexity observed by Rosenbach and Cromwell when
CRNAs worked alone reflected only 6% of the sur-
gical procedures for which anesthesia is usually
provided.”

The ASA has advocated medical direction of
all nonphysician anesthetists, generally at a 1:2
anesthesiologist: CRNA ratio. And, in the develop-
ment of Medicare reimbursement regulations for
CRNAs and anesthesiologists, ASA supported this
recommendation, often citing quality as the basis
for that decision. However, based on the lobbying
by the AANA and its members and support from
many anesthesiologists who work with CRNAs, a
4:1 CRNA :anesthesiologist ratio was established as
the maximum number of concurrent cases for which
an anesthesiologist could gain reimbursement for
medical direction of CRNAs. Attempts by ASA to
use such ratios for qualitative purposes or as a
standard of care were disavowed by the Health

Care Financing Administration (HCFA), which§
stated the ratio served no other purpose than to§
define the requirements for reimbursement of an- §
esthesmloglsts who practiced in a medical direction
mode of practice.! 1
The effectiveness of CRNAs working alone or !
working without medical direction or supervision
has long been established in rural settings and in |
many community hospitals, even when CRNAs are

RS

- competing with- anesthesiotogists for cases: How-

ever, most anesthesiologists continue to espouse
medical and/or anesthesiologist supervision of
CRNAs for administration of all anesthetics. While
many such proponents put a quality spin on their
arguments, economics and ego are often the hidden
motivations, whether conscious or not.

Fassett and Calmes, in a study performed in
1992 and reported in 1995, found that in an urban
community hospital there was general consensus
among anesthesiologists and CRNAs that only
about one-fourth of the anesthetics given required
either medical direction or a second pair of edu-
cated hands, and when this finding was operationa-
lized, the cost of anesthesia services could be re-
duced within that facility.”** This number proba-
bly will vary somewhat among facilities based on
the providers from whom consensus on this issue is
sought, on the population actually served, and the
characteristics of the workload of a facility. How-
ever, the workload depicted in Fassett and Calmes’
study is reasonably characteristic of many subur-
ban community hospitals.

The Fassett and Calmes’ study tends to support
the views of some CRNA leaders who, in projecting
anesthesia personnel needs nationwide, believe that
preparing’ one anesthesiologist for every 4 to 6
CRNAs prepared could achieve an anesthesia pro-
vider mix that would not compromise the quality of
anesthesia services but would at the same time
achieve maximum cost-effectiveness. However,
greater involvementof anesthesiologists in anesthe-
sia-related services, such as consulting for and par-
ticipating in the preparation of critically ill pa-
tients for anesthesia, management of acute and
chronic pain, and affording intensivist services to
critically ill or injured patients before, during, and
following anesthesia and surgical intervention, the
educational preparation ratio might more appro-
priately be one anesthesiologist to 3 to 4 CRNAs.

Long-term costs of preparing nurses versus
physicians

In 1992 in the State of Texas, we were graduat-
ing 88 to 95 anesthesiologists and about 40 CRNAs
annually, a situation totally antithetical to cost con-
tainment and improved access to care.”* !! Further,
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¢ when considering cost of preparation of both pro-
' viders solely for their anesthesiology training
 (based on figures in Table I), it was costing $30.0 to
t $32.3 million to prepare anesthesmloglsts annually,
. while only $2.64 million was spent to prepare
CRNAs.

If the numbers of each provider prepared had
been reversed (i.e., graduating 88-95 CRNAs and
40 anesthesiologists annually), about 50% or 315
million could have been saved in training costs
annually. When comparing total educational costs,
an output of 95 anesthesiologists a year represented
an investment of $60.3 million, as compared to an
output of 40 CRNAs representing an investment of
$2.36 million. Again, if these figures had been

reversed and 95 CRNAs and 40 anesthesiologists -

had been prepared annually, the total annual edu-
cational investment would have been reduced by
approximately $30 million.

During the 1980s, a large number of nurse an-
esthesia programs within academic health centers
were terminated to utilize the educational space to
increase the number of anesthesiology residency
slots. It was also relatively common to hear anesthe-
siologists who were physician residency program
directors express the notion that it was cheaper to
train residents than employ CRNAs in teaching
hospitals. This was not true. In 1990, the cost of
preparation of residents was $84,837 per resident
per year.® The average income of CRNAs for 1990,
as reported by the AANA, was $76, 000; the net me-
dian earning before taxes for anesthesiologists as
reported by the AMA for the same year was
$207,400. Further, in this type of situation, compar-
ing the cost of employing CRNAs and the cost of
training residents was answering the wrong ques-
tion. The questions should have been, what was the
differential cost of preparing a nurse versus a physi-
cian as an anesthesia provider, and what would be
the impact of such preparation on long-term costs
of anesthesia care?

Rosenbach and Cromwell reported that the

Kaiser Permanente Hospitals they studied had a -

ratio of nurse anesthetists to anesthesiologists which
ranged from 1:1 to 4:1, and that the provider mix
did not seem to be a function of the case mix, since
the tertiary care facility had a 3:1 ratio. They also
reported that in 1986 there were 1.2 CRNAs for
every one anesthesiologist. They projected that
with the increasing nlumber of graduates of anes-
thesiology residencies and the decreased number
of nurse anesthesia graduates, that ratio would be
1:1 by 1996 and society would be in danger of losing
its chance for a more cost-cffective ancsthesia
service."

J. G. Reves, MD, director, Duke Heart Center.
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Durham, North Carolina, in a presentation on the
anesthesia work force at the AANA Assembly of
States meeting, St. Louis, November 1995, reported
that the current ratio of nurse anesthetists to anes-
thesiologists was 1:1.2, a reverse of the 1986 ratio
and considerably ahead of Cromwell and Rosen-
bach’s projections.".

The considerable increase in the number of
anesthesiologists prepared has been reflected in sig-
nificantly higher costs for anesthesia services, par-

“ticularly within the private insurance sector. Fur-

ther. the current estimate is that under a managed
care delivery system, there are approximately
13,000 too many anesthesiologists." In training costs
(1990 to 1991 dollars), we have expended something
more than $8.25 billion for this overage. Had all
13,000 of those physicians who trained as anesthesi-
ologists been trained as primary care physicians
where a shortage continues to persist, we could have
still saved $1.1 billion.

Joseph Califano, President Lyndon Johnson's
Secretary of the Department of Health, Education,
and Welfare, during the period of Medicare enact-
ment and implementation, wrote:

“Anticipating sharply increased demand for health-
care services, we pushed through Congress laws (o train
more doctors and nurses, build more hospitals, and set up
community health centers. The assumption was that we
were playing by traditional economic rules: the more
doctors and hospitals, the more competition, the more

‘ efficient and less costly the services.

By 1967 and 1968 we realized how misguided this
assumption was. The rise of healthcare costs was accelerat-
ing dramatically.’”

Uwe Rheinhardt, a healthcare economist who
studied the Medicare program at the time of its
enactment as the basis for his doctoral dissertation,
disagreed with the common wisdom of the time that
a physician shortage existed. From his research, he
concluded that if physicians utilized support per-
sonnel more efficiently, there would be adequate
numbers of physicians to meet the health needs of
the nation.'* No one listened, and federal and state
governments put up the money to significantly in-
crease the number of medical schools and double
the output of physicians prepared, which to this
day, goes unabated, though efforts are being ex-
pended to trim residency training and shift more
resources to preparation of primary care providers.
Unfortunately, the Texas logic to meet the greater
needs for primary care physicians was to simply
add 20 more spaces to each medical school class and
obtain agreement from newly admitted students to
fill the primary care residencies, rather than im-
posing such requirements on existing students, a
move medical school deans opposed.




Conclusions
Today, most health analysts agree that we have
too many physicians, particularly specialists. There

are estimates that the overage of medical specialists
will reach 1 U’O(\Q b‘]’ the yogr 2000. If this is accu-
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rate, in 1992 dollars, we have expended slightly
more than $101 billion educating that overage. Fur-
ther, in changing from a private, fee-for-service
delivery system to a capitated managed care sys-
tem, that excess of specialists may become even
greater.

The cost data in the TANA study indicate a
need for a change in state and federal policy with
regard to the funding of health professional educa-

tion, particularly as relates to CRNAs, nurse mid- -

wives, and nurse practitioners who serve as cost-
effective alternative providers for physicians in the
delivery of health services wherein the legal scopes
of practice of these providers overlap. These cost
data, along with the myriad of research demonstrat-
ing the high quality of services provided by many
nonphysician prov1ders, indicate that the health
provider mix can be a critical factor in containing
costs in healthcare. Fewer physicians and more ad-
vanced practice nurses and other nonphysician pro-
viders would lead to more disease prevention and
health maintenance services and less procedural
medicine. The overuse of procedural medicine has
often been cited as one of the causes of ever-
increasing healthcare costs.

Unfortunately, no study to date in the United
States had determined the actual numbers of health
providers we need, including the appropriateness
of the provider mix, to truly operate and maintaina
cost-effective health delivery system. Of greater con-
cern is the fact that no such study can be accurately
made without a national policy addressing our com-
mitment to a defined level of health services that
should be universally available to the American
public, a political issue with which this nation has
had difficulty coming to grip.

Neither can the nation rely on health profes-
sionals alone to determine and achieve a cost-
effective workforce, for a variety of reasons, two of
which standout: (1) professional self-interest when
governmental or other money is available for edu-
cation, and (2) the potential liability under the anti-
trust laws for attempting to contro! the workforce to
promote professional self-interest. However, in the
1980s had anesthesiology departments not closed
or reduced in size their nurse anesthesia educa-
tional programs, transferring those spaces to anes-
thesiology residency training, we would not have
had the dcwree of overage of anesthemolomsts being
reported today, and Medicare's grmlmto medxcal
education costs might have been somewhat less.

S}

PRSP

It is imperative that a national study be com-

missioned to determine an appropriate provider
mix in the health workforce. Until such data can be
a part of our healthcare planning and implementa-
tion, a cost-effective healthcare system will remain
a dream, and healthcare reform will continue to
haunt federal and state legislative agendas ad

Anfinitum.
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SURGICAL MORTALITY AND TYPE OF ANESTHESIA PROVIDER

Michael Pine, MD, MBA
Kathleen D. Holt, PhD
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Chicago, Hllinois

Although estimates of anesthesia-related deaths today
are as low as 1 in 200,000 to 300,000 cases, questions

remain about surgical patients’ safety related to types of

anesthesia providefé. We studied the effect of type of
anesthesia provider on mortality rates of Medicare
patients undergoing 8 different surgical procedures.
Risk-adjusted mortality rates were analyzed for
404,194 inpatients undergoing surgery and having com-
plete, unambiguous Medicare bills for anesthesia. Mortal-
ity was compared for anesthesiologists working alone,
Certified Registered Nurse Anesthetists (CRNAs) working
alone, and anesthesia care teams. Procedure-specific risk-

adjustment models were derived using stepwise logistic
regression. Predictions were adjusted for institutional and
geographic factors.

Mortality rates for conditions studied ranged from
0.11% to 1.20%. Observed and predicted values by type of
provider were not statistically significantly different. Hospi-
tals without anesthesiologists had results similar to hospi-
tals where anesthesiologists provided or directed anesthe-
sia care.

Key words: Anesthesia mortality, anesthesia providers,
nurse anesthetist, quality of care, surgical mortality.

uccess in reducing anesthesia-related mortal-
ity has been exemplary, with current esti-
mates of death rates as low as 1 death per
200,000 to 300,000 cases.! Despite this com-
mendable record, questions remain about
surgical patient safety related to types of anesthesia
providers.

On January 18, 2001, the Health Care Financing
Administration (now the Centers for Medicare &
Medicaid Services) published a rule’ allowing states
‘and individual hospitals to decide whether physicians
must supervise anesthesia administration by Certified
Registered Nurse Anesthetists (CRNAs) in order for
hospitals to receive Medicare reimbursement. Before
this rule could take effect, a new administration
invoked “safety issues” as a rationale for replacing it
with a rule that mandates physician supervision
unless a state governor obtains a waiver, after consul-
tation with the state’s boards of medicine and nurs-
ing.> Currently, 6 states have obtained such waivers.
In states considering these waivers, state governors
have become immersed in sometimes fierce and
expensive political controversies as anesthesiologists
pressed for mandatory supervision and CRNAs
stoutly defended their professional competence.
Without recent valid scientific data, governors must
contend with contradictory interpretations of out-
dated or seriously flawed research studies.*” Further-
more, in states that grant waivers, hospitals and sur-
geons must decide how the composition of an
operative team will affect surgical outcomes.

We studied the effect of type of anesthesia provider

on surgical mortality associated with selected surgical
procedures performed on Medicare beneficiaries.

Methods

Part A (ie, hospital claims) and Part B (ie, professional
claims) Medicare data were analyzed for patients hospi-
talized in 1995, 1996, or 1997 in 1 of 22 states if they
underwent 1 of the following operations: (1) carotid
endarterectomy, (2) cholecystectomy, (3) herniorrhaphy,
(4) hysterectomy, (5) knee replacement, (6) laminec-
tomy, (7) mastectomy, or (8) prostatectomy. Patients also
had to (1) reside in the state where the operation was
performed, (2) undergo the procedure within 2 days
after admission, and (3) have a principal diagnosis that
could be treated appropriately by the procedure per-
formed. Table 1 lists qualifying International Classifica-
tion of Diseases, Ninth Revision, Clinical Modification
(ICD-9-CM) procedure codes and associated ICD-9-CM
principal diagnostic codes. States were selected to yield a
reasonable representation of CRNAs practicing in urban
and rural facilities across the United States. A total of
586,422 cases met initial inclusion criteria.

The type of anesthesia provider (ie, an anesthesiolo-
gist alone, a CRNA alone, or a team of an anesthesiolo-
gist and a CRNA) was obtained from part B Medicare
billing data. Cases were eliminated from development
of risk-adjustment models if they lacked part B data,
had invalid provider codes, were coded as emergencies,
or came from any hospital that performed fewer than
15 similar operations on Medicare beneficiaries during
the 3-year study period. Table 2 shows the number of
cases eliminated by each criterion.
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Table 1. Qualifying International Classification of Diseases, Ninth Revision, Clinical Modification (1CD-9-CM)
procedure codes and associated /CD-9-CM principal diagnosis codes

Surgical procedure 1CD-9-CM codes*
Carotid endarierectoiny - Procedure code: 38,12 ]

Principal diagnosis codes: 433.10, 433.30, 435.8x, 435.9X
Cholecystectomy Procedure code: 51.2x

Principal diagnosis codes: 574.xx, 575.0x, 575.1x, 575.2x

Herniorrhaphy (uncomplicated)

Procedure code: 53.xx

Principal diagnosis codes: 550.9x, 553.xx

Hysterectomy for benign disease

Procedure codes: 68.3x, 68.4X, 68.5x, 68.6x, 68.7x, 68.8x, 68.9x

Principal diagnosis codes: 218.xx, 219.xx, 220.xx, 233.1x, 233.2x, 256.xX,
614.xx, 615.xx, 617.xx, 618.xx, 619.xx, 616.0x, 620.XX, 621.xx, 622.XX,
626.XX, 627.XX, 625.2X, 625.3%, 625.4X, 625.5X, 625.6X

Knee replacement

719.x6

Laminectomy

Procedure codes: 81.54, 81.55 ‘
Principal diagnosis codes: 696.0x, 714.xx, 717.xx, 715.x6

Procedure code: 80.5x

Principal diagnosis codes: 721.xx, 722.xx, 723.0x, 724.0x

Mastectomy

Procedure codes: 85.22, 85.23, 85.3x, 85.4x

, 716.6, 718.%6,

Principal diagnosis codes: 174.xx, 217.xx, 233.0x, 239.3%, 610.xx, 611.xx

Prostatectomy

Procedure codes: 60.2x, 60.3x, 60.4x, 60.5x, 60.6x

Principal diagnosis codes: 185.xx, 600.xx

* The symbol “x” in a code indicates a blank or any number between 0 and 9.

Equations were derived to compute the probability
of dying before discharge for each patient undergoing
a procedure included in this study. Risk factors con-
sidered for each procedure were patients’ age, sex,
principal and secondary diagnoses, and selected infor-
mation about procedures (eg, laparoscopic vs abdomi-
nal surgery). To identify potential risk factors, stepwise
logistic regression® was applied to New Yorks
Statewide Planning and Research Cooperative System
(SPARCS) data for 1996 and 1997. This state database
was used exclusively to screen potential risk factors
because, unlike the Medicare database, it distinguishes
valid risk factors (ie, secondary diagnoses present on
admission) from complications that occurred during
hospitalization. Only comorbid conditions found to be
statistically significant predictors of inpatient mortality
(ie, P < .05) were selected as candidates for inclusion
in final risk-adjustment equations. Finally, secondary
diagnoses coded more frequently as complications
than as comorbid conditions were eliminated from
consideration, even if they were significant predictors
of inpatient mortality. Final clinical risk-adjustment
models were derived on the Medicare database by
applying stepwise logistic regression to select statisti-
cally significant risk factors (P < .05).% Bootstrapping
techniques’ were used to ensure that the final variables
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Table 2. Number of cases eliminated from model
creation and mortality analysis

Total eligible cases

Cases with invalid provider codes
Remaining eligible cases

Cases coded as emergency
Remaining eligible cases

Cases in hospitals having <15 such
operations in3y

Remaining eligible cases
Cases with no Medicare Part B data
Total cases used to create models
Cases with no anesthesia bill
Remaining eligible cases
Cases with ambiguous provider codes
Remaining eligible cases

Cases with incomplete billing or
probably team care

Total cases included in analysis of
mortality rates

586,422
2,961
583,461
964
582,497
24,292

558,205
28,627
529,578
48,316
481,262
27,981
453,281
49,087

404,194




were applicable to the entire range of observed data.
Institutional and geographic variables that might

affect predicted mortality also were evaluated using

stepwise logistic regression. Hospitals’ number of

beds, average daily census, total number of inpatient

operations, percentage of registered nurses, and teach-
ing status (ie, member of Council of Teaching Hospi-
tals, residency program, or nonteaching hospital)
were obtained from the 1997 American Hospital Asso-
ciation (AHA) Annual Survey Database. Hospitals’
locations were characterized by state and rural-urban
continuum codes (from the AHA database). Each hos-
pital’s relative volume of each operation was ranked in
quartiles. The degree of a hospital's technological
sophistication was ranked according to the following
set of mutually exclusive categories: very high (ie, has
burn or transplant unit), high (ie, has at least 2 of the
following: trauma unit, cardiac catheterization labora-
tory, lithotripter, radiation therapy), moderate (ie, has
at least 1 of the 4 services listed for the high category),
low (ie, has magnetic resonance imaging, positron
emission tomography, or single photon emission
tomography scanning), or absent (ie, has none of the
services mentioned).

The final risk-adjustment model contained each
patient’s predicted mortality rate from the appropriate
clinical model and coefficients for the hospital charac-
teristics that added significant predictive power, ie, rel-
ative volume of each operation, number of inpatient
operations, average daily census, and the hospital’s
position on the rural-urban continuum. C statistics'
(ie, areas under receiver-operating characteristic
curves) were calculated to assess each model’s predic-
tive power (ie, 1.0 equals perfect prediction, 0.5 equals
no predictive power).

After development of risk-adjustment models, the
database was refined further by excluding cases that had
no bill for anesthesia services, had ambiguous anesthesia
provider codes, or had bills that suggested team care but
lacked corresponding bills for both an anesthesiologist’s
and a CRNA's services. Table 2 shows numbers excluded
for these reasons.

Initial patient-specific mortality predictions were
computed using procedure-specific risk-adjustment
equations; predicted values then were adjusted using
hospital-specific variables. The resulting predicted
values were used to compare inpatient mortality rates
among the 3 types of providers (anesthesiologists
alone, CRNAs alone, anesthesia care teams).

The organization of anesthesia practice in a hospi-
tal may contribute to surgical outcomes regardless of
which type of anesthesia provider cares for an indi-
vidual patient. To assess whether differences in the

organization of anesthesia practice affected inpatient
mortality rates, hospitals were categorized as having
only 1 type of anesthesia prowder (Al, A2, A3), hav-
ing only solo practitioners (B), having a single type of
solo -practitioner and team anesthesia carte (C1, C2),
or having both types of solo practitioners and team
anesthesia care (D).

We computed * statistics to evaluate differences in
distributions of cases among types of anesthesia
providers and to examine the relation between types of
providers and risk-adjusted inpatient mortality rates.'!

Results

For the 404,194 cases analyzed, Table 3 shows the dis-
tribution of patients among the 8 operations and the
unadjusted mortality rate for each operation. Mortality
rates ranged from 0.11% for mastectomies and for hys-
terectomies to 1.20% for cholecystectomies. The aver-
age for all patients was 0.38%. Anesthesia care was pro-
vided by anesthesiologists alone in 33.2% of cases, by
CRNAs alone in 8.2%, and by anesthesia care teams in
58.6% (Table 4).

Table 5 presents the distribution of operations
among the 22 states, from 0.6% in Delaware to 13.7%
in Michigan. The percentage of cases in which anes-
thesiologists worked alone ranged from 5.3% in South
Dakota to 84.3% in Washington, The percentage in
which CRNAs worked alone ranged from 0% in
Delaware to 33.6% in Kansas. The percentage of cases
receiving care from teams ranged from 5.4% in New
Mexico to 85.7% in North Dakota. Almost half the
operations were performed within metropolitan areas
of 100,000 to 1,000,000 residents (Table 6). Approxi-
mately one fourth were performed in metropolitan
areas exceeding 1,000,000 residents. Almost 80% of
operations in which CRNAs alone provided anesthe-
sia were performed at rural hospitals or in metropoli-
tan areas of fewer than 100,000 residents.

Table 7 lists C statistics for the 8 clinical risk-
adjustment models and for the final model incorpo-
rating clinical risk and hospital characteristics. Patient
factors were most predictive of mortality for patients
undergoing cholecystectomy or herniorrhaphy and
least predictive for patients undergoing mastectomy
or knee replacement.

Table 8 presents risk-adjusted mortality rates by
type of anesthesia provider and by hospitals’ types of
anesthesia practice. There were no significant differ-
ences in risk-adjusted mortality rates by type of anes-
thesia provider or by type of anesthesia practice
within the hospital. These findings were not altered
when risk-adjustment was performed using equations
without hospital or geographic variables.
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Table 3. Distribution of cases and unadjusted mortality rates, by procedure

Procedure  No. % of Total* Dead % of Total* % Dead
Carotid endarterectomy 56,957 14.09 282 18.18 0.50
Cholecystectomy 54,673 13.53 655 42.23 1.20
Herniorrhaphy 15,779 3.90 65 419 0.41
Hysterectomy 30,567 7.56 " 35 2.26 0.11
Knee replacement 111,124 27.49 - 256 16.51 0.23
Laminectomy 28,999 7.17 67 4.32 0.23
Mastectomy 27,418 6.78 31 2.00 0.11
Prostatectomy 78,677 19.47 160 10.32 0.20
Total 404,194 99.99 1,551 100.01 0.38

* Column totals do not equal 100.00% because of rounding:

Table 4. Number and percentage of cases receiving anesthesia from each type of provider, by procedure

‘Al cases Anesthesiologist CRNA Team

Procedure No. %* No. % No. % No. %

Carotid endarterectomy 56,957 14.09 22,164 38.91 1,495 2.62 33,298 58.46
Cholecystectomy 54,673 13.53 20,211 36.97 7,147  13.07 27,315  49.96
Herniorrhaphy 15,779 3.90 5,010 31.75 1,041 6.60 9,728 61.65
Hysterectomy 30,567 7.56 9,234 30.21 2,676 8.75 18,657 61.04
Knee replacement 111,124 27.49 33,341 30.00 9,617 8.65 68,166 61.34
Laminectomy 28,999 7.17 9,248 31.89 841 2.90 18,910 65.21
Mastectomy 27,418 6.78 8,342 30.43 2,435 8.88 16,641 60.69
Prostatectomy 78,677 19.47 26,785 34.04 7,899 10.04 43,993  55.92
Total 404,194 99.99 134,335 33.24 33,151 8.20 236,708  58.56

* The column total does not equal 100.00% because of rounding.

Discussion
Although there is a large body of literature delineating
patient and hospital factors related to risk-adjusted sur-
gical mortality,'*'® few studies have addressed the effect
of the type of anesthesia provider on these outcomes.
A classic study of anesthesia-related mortality by
Beecher and Todd* more than 50 years ago found sub-
stantially higher mortality rates when anesthesia was
administered by anesthesiologists than when it was
administered by CRNAs. Because the physical status
of patients treated by both types of providers was sim-
ilar (according to American Society of Anesthesiolo-
gists’ classifications), the researchers attributed the
difference in outcomes to greater but unmeasured
complexity of anesthesiologists’ cases.
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Two decades later, a North Carolina study’ found
“the incidence [of death] among the three major
groups (the CRNA, the anesthesiologist, and the com-
bination of CRNA and anesthesiologist) to be rather
similar....” However, provider-specific mortality rates
in this study could not be risk adjusted because clini-
cal data on surviving patients were unavailable.

Another study published in 1980° compared risk-
adjusted mortality (both surgical and anesthesia-
related) at 9 hospitals “in which anesthesiologists pri-
marily were the providers” with that at 7 hospitals “in
which nurse anesthetists were primarily the
providers.” These authors concluded that “using con-
servative statistical methods, ... there were no signifi-
cant differences in outcomes between the two groups




Table 5. Number and percentage of cases in each state, by type of anesthesia provider

All cases Anesthesiologist CRNA Team

State No. % No. % No. % No. %

Alabama 26,699 6.61 4,328 16.21 1,242 4,65 21,129 79.14
Delaware 2,272 0.56 1,260 55.46 0 | 0.00 1,012 44.54
ldaho 7,663 1.90 1,738 22.68 1,701 22.20 4,224  55.12
Kansas . 17,417 431 4,309 24.74 5,853 33.61 7,255  41.65
Louisiana 18,475 = . 4.57 3,984  21.56 1,472 7.97 13,019 70.47
Maine 6,907 1.71 2,800  40.54 387 5.60 3,720 53.86
Michigan . 55‘,485 13.73 14,721  26.53 3,425 6.17 37,339 67.30
Minnesota 19,481 4.82 1,311 6.73 2,361 12.12 15,809 81.15
Mississippi 15,205 3.76 6,506 42.79 520 3.42 8,179 53.79
Missouri 30,177 7.47 10,181 33.74 2,701 8.95 17,295 57.31
Montana 5,976 1.48 4,668 78.11 860 14.39 448 7.50
Nebraska 10,461 2.59 4,453 42.57 2,883 27.56 3,125 29.87
New Hampshire 4,498 1.11 2,056 45,71 273 6.07 2,169  48.22
New Mexico 6,514 1.61 4,293  65.90 1,869 28.69 352 5.40
North Carolina 34,811 8.61 4,739 13.61 610 1.75 29,462  84.63
North Dakota 4,480 1.11 451 10.07 190 4.24 3,839 85.69
Pennsylvania 54,563 13.50 25,055 45,92 312 0.57 29,196  53.51
South Carolina 17,474 4.32 7,382 42.25 448 2,56 9,644  55.19
South Dakota 6,312 1.56 335 5.31 704 1115 5,273 83.54
Tennessee 28,837 7.13 ‘ 9,599 33.29 4,035 13.99 15,203 52.72
Washington 21,904 5.42 18,455 84.25 1,109 5.06 2,350 10.68
West Virginia 8,583 2.12 1,711 19.93 196 2.28 6,676 77.78
Total 404,194 100.00 134,335 33.24 33,151 8.20 236,708  58.56

of hospitals defined by type of anesthesia provider.”

In an article that its authors confessed “lacks the
scientific credibility of a review or original article and
is related to policy making more than science,”!
Abenstein and Warner'® reinterpreted the findings of
previous researchers. They concluded: “When the
data are critically examined, the evidence is very sup-
portive that the anesthesiologist-led anesthesia care
team is the safest and most cost-effective method of
delivering anesthesia care.” However, they presented
no original data to support this conclusion.

In a more recent risk-adjusted study of 217,440
surgical cases in Pennsylvania, Silber et al’ observed
an increase of 2.5 deaths per 1,000 patients when an
anesthesiologist was not involved in the case. This
statistic is alarming in light of the Institute of Medi-
cine’s review, which concluded: “today, anesthesia
mortality rates are about one death per 200,000-

300,000 anesthetics administered...”!

approximately two thirds of cases classified by Silber
et al’ as lacking an anesthesiologist either had no bill
at all for anesthesia care or had an anesthesiologist
involved in some but not all of a patient’s procedures.
Cases in which an anesthesiologist worked alone were
not distinguished from those in which anesthesia was
provided by a team. And only cases in Pennsylvania
were studied.

The present study endeavored to avoid these limi-
tations by drawing cases from 22 states, including
Pennsylvania. Only cases with clear documentation of
type of anesthesia provider were included. Team care
was distinguished from anesthesiologists or CRNAs
practicing alone. Because patient and surgical risk far
outweigh anesthesia risk in hospitalized patients
undergoing surgical procedures”’19 and because risk
adjustment using administrative data sets always is

However,
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Table 6. Distribution of cases among providers by size of metropolitan area where they worked

All cases Anesthesiologist CRNA Team
Metropolitan population No. % No. % No. % No. %
>1,000,000 106,479 2634 32,001 30.05 1,914 1.80 72,564‘ 68.15
100,000-1,000,000 189,270 46.83 68,397 36.14 5,414 2.86 115,459  61.00
<100,000 108,445 26.83 33,937 31.29 25,823 23.81 48,685  44.89
Total 404,194  100.00 134,335 33.24 33,151 8.20 236,708 58.56

suboptimal,® only surgical procedures that are per- -

formed on relatively homogeneous populations were
included. Exclusion of emergency and other higher
risk operations substantially reduced variability in
predicted outcomes that can confound analyses, par-
ticularly when observational data sets are as unbal-
anced as the one used in this study. Also, because sub-
stantial differences in the risk of adverse outcomes
remain even within these relatively homogeneous sur-
gical categories, risk-adjustment equations were
derived to account for any coexisting clinical condi-
tions that might affect surgical mortality.

Particularly in high-risk emergency patients like
those included in the study by Silber et al,” a large
proportion of postoperative deaths are attributable to
patients’ underlying conditions rather than to defi-
ciencies in anesthesia care.'*'® The present study’s
focus on nonemergency procedures greatly increased
the probability that coexisting serious acute condi-
tions were not present at the time of operation. How-
ever, because deaths due to surgical complications
generally are far more frequent than those due to
anesthesia complicaxtions,“‘19 even rigorous risk
adjustment performed for a diverse set of surgical pro-
cedures across a widely dispersed geographic area
probably failed to remove all systematic biases. Only a
careful review of medical records to determine the
actual causes of mortality and morbidity could elimi-
nate these biases.

In the present study, patients were attributed to an
anesthesia provider based on data from the operation
that qualified them for inclusion in the study. In con-
trast, Silber et al’ classified cases as “undirected” if an
undirected CRNA administered anesthesia for post-
surgical palliative procedures, even when an anesthe-
siologist or a team administered anesthesia for the
original surgical interventions. This difference in
assignment may account, at least in part, for the
higher risk-adjusted mortality rates observed by Silber
et al’ in undirected cases.

It is important to note several limitations associ-
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Table 7. C statistics for risk-adjustment models

Procedure C statistic
Carotid endarterectomy ‘ 0.826
Cholecystectomy 0.883
Herniorrhaphy 0.853
Hysterectomy ' 0.811
Knee replacement 0.766
Laminectomy 0.787
Mastectomy ‘ 0.667
Prostatectomy 0.812

All + hospital characteristics . 0.857

ated with any study that compares mortality rates
using Medicare and AHA data.

First, non-Medicare cases are not in the database.
Also, information about practitioners reflects only
services that were billed, and there are no records of
services for patients in Medicare health maintenance
organizations. '

Second, because Medicare data do not distinguish
between valid risk factors (ie, comorbid conditions)
and inpatient complications, risk adjustment using
Medicare data may fail to capture the true preopera-
tive risk of death.®?° To enhance further the validity of
risk-adjustment models, the present study limited risk
variables to those identified using New York's SPARCS
database, which distinguishes clearly between comor-
bid conditions and complications.

Third, information in the AHA database comes from
hospitals themselves and is not validated independently.
Consequently, this database, although used widely in
research studies, may contain inaccuracies about some
hospitals. For example, high technology reported by a
small rural hospital may actually reside in an affiliated
urban medical center 100 miles away, or “number of
beds” may include some that were closed years ago.
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Finally, the Medicare database does not permit pre-
cise identification of the cause of death. Detailed
reviews of large numbers of medical records would be
required to determine definitively the contribution of
anesthesia care to operative and postoperative deaths.

After adjustment for differences in case mix, clini-
cal risk factors, hospital characteristics, and geo-
graphic location, the current study found similar risk-
adjusted mortality rates whether anesthesiologists or
CRNAs worked alone. Furthermore, hospitals with-
out anesthesiologists had results similar to those of
hospitals in which anesthesiologists provided or
directed anesthesia care. Anesthesia care teams had a
slightly lower risk-adjusted mortality rate than did
practitioners working alone, but the difference was
not statistically significant. Although these findings
differ from those of Silber et al,’ they are more consis-
tent with the earlier research cited and with current
data on overall anesthesia-related mortality." They
indicate that for the surgical procedures included in
this study, the type of anesthesia provider does not
affect inpatient surgical mortality.
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patients whose anesthesia care was personally performed or
medically directed by an anesthesiologist with the outcomes of
patients whose anesthesia care was not personally performed
or medically directed by an anesthesiologist.

Metbods: Cases were defined as being either “directed” or
«undirected,” depending on the type of involvement of the
anesthesiologist, as determined by Health Care Financing Ad-
ministration billing records. Outcome rates were adjusted to
account for severity of disease and other provider characteris-
tics wsing logistic regression models that included 64 patient
and 42 procedure covariates, plus an additional 11 hospital
characteristics often associated with quality of care. Medicare
claims records were analyzed for all elderly patients in Penn-
sylvania who underwent general surgical or orthopedic proce-
dures between 1991-1994. The study involved 194,430 directed
and 23,010 undirected patients among 245 hospitals. Outcomes
studied included death rate within 30 days of admission, in-
hospital complication rate, and the failure-to-rescue rate (de-
fined as the rate of death after complications).

Results: Adjusted odds ratios for death and failure-to-rescue
were greater when care was not directed by anesthesiologists
(odds ratio for death = 1.08, P < 0.04; odds ratio for failure-
to-rescue = 1,10, P < 0.01), whereas complications were
not increased (odds ratio for complication = 1.00, P < 0.79).
This corresponds to 2.5 excess deaths/1,000 patients and
6.9 excess failures-to-rescue (deaths) per 1,000 patients with
complications.

Conclusions: Both 30-day mortality rate and mortality rate
after complications (failure-to-rescue) were lower when anes-
thesiologists directed anesthesia care. These results suggest that
surgical outcomes in Mecdicare patients are associated with
anesthesiologist direction, and may provide insight regarding
potential approaches for improving surgical outcomes. (Key
words: Anesthesiologists; anesthesia care team; quality of care;
mortality; failure-to-rescue; complication; Medicare; general

surgery; orthopedics.)

AS hospitals and physicians adapt to new financial chal-
lenges, the mix of healthcare providers has been chang-
ing. Throughout the healthcare system, there are exam-
ples of work traditionally performed by specialists that is
now allocated to generalists or nonphysicians. Many of
the decisions regarding provider mix have been driven
by financial considerations or provider availability,
rather than by patient outcome data, which would be
valuable for such decision-making. There are limited
outcome data regarding provider models in specific ar-
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eas, such as adult primary care office practice." How-
ever, generalizations among specialties and provider
types may not be valid because of differences in the
intensity of the care rendered, the severity of illness of
the patient, or the extent of the intervention, among
others. Large-scale outcome data regarding the meaning-
ful involvement of the anesthesiologist in surgical out-
comes are few, yet the delivery of anesthesia services
provides a unique opportunity to observe the influences
of provider mix on outcomes in a complex medical
environment. Anesthesiologists and nurse anesthetists
have worked together or separately for many years, in a
variety of provider models, ranging from independent
practice to the “anesthesia care team” model.?

This study seeks to determine whether general and
orthopedic surgical outcomes differ - depending on
whether the anesthesiologist is involved significantly in
the delivery of anesthesia services to elderly Medicare
patients. The answer to this question could have a sig-
nificant impact on overall healthcare delivery because
each year approximately 1.3 million Medicare beneficia-
ries are admitted to United States hospitals for orthope-
dic and general surgical procedures that necessitate
anesthesia.’

Materials and Methods

Data

All Pennsylvania Medicare claims records for patients
65 yr or older were analyzed for general and orthopedic
surgical admissions between 1991 and 1994. The study
involved 194,430 “directed” and 23,010 “undirected”
patients in 245 hospitals. Outcomes studied included
death rate within 30 days of admission, in-hospital com-
plication rate, and the failure-to-rescue rate (defined as
the rate of death after complications). We obtained the
Medicare Standard Analytic Files for all general surgical
and orthopedic DRGs (diagnosis-related groups) in Penn-
sylvania between 1991 and 1994 (Medicare Part A data).
For each patient we created a longitudinal record by
appending all medical and surgical inpatient and outpa-
tient claims and physicians’ claims (Medicare Part B data)
during that time interval. Data also included the Ameri-
can Hospital Association Annual Surveys for 1991-1993,
and the Pennsylvania Health Care Cost Containment
Council Data Base for years 1991-1994.

Patient Selection

We developed predictive models for a random sample
of 50% of Medicare patients who underwent general

Anesthesiology, V 93, No 1, Jul 2000

Table 1. DRGs Included in Dataset

General Surgical DRGs Orthopedic DRGs

146 & 147; 148 & 149; 150 &
151; 152 & 153; 154 &
155; 157 & 158; 159 &

209; 210 & 211; 213; 214 &
215; 216; 217; 218 & 219;
221 & 222; 223 & 224;

160; 161 & 162; 164 & 225; 226 & 227; 228 &

165; 166 & 167; 170 & 229; 230; 231; 232; 233 &

171; 191 & 192; 193 & 234

194; 195 & 196; 197 &

198; 199 & 200; 201; 257

& 258; 259 & 260; 261;

262; 263 & 264; 265 &

266; 267; 268; 286; 287;

288; 289; 290; 291; 292 &

293; 285

For DRG 483 (tracheostomy), we reassigned the DRG that would have been
assigned using the primary procedure code had a tracheostomy not been
performed.

DRG = diagnosis-related group.

surgical or orthopedic procedures in Pennsylvania be-
tween 1991-1994 and tested our results on the other
50%. Final results are reported regarding the full sample
of 217,440 individual patients. The DRGs included in
this study are listed in table 1. The first hospital admis-
sion for any one of these DRGS triggered the identifica-
tion of a study hospital admission.

Definitions

During the years discussed in this study, the Health-
care Financing Administration (HCFA) required that an-
esthesia care be either medically directed or supervised
by a physician (supervision is defined as a level of phy-
sician participation that is less than that defined by
medical direction). According to HCFA, the supervisor
or director must have been a licensed physician, but not
necessarily an anesthesiologist.* To bill for medical di-
rection, as defined by HCFA,’ physicians must have met
all the criteria listed in table 2. Otherwise, the level of
involvement was defined as “supervision” and physicians
received markedly reduced payment.

Cases billed to Medicare as “personally performed” or
directed by an anesthesiologist were defined in this
study as directed. Otherwise, cases were defined as
undirected.

Personally performed cases also included those in
which an anesthesiology resident was directed by an
attending anesthesiologist. (Anesthesiologist cases in
which residents were directed were billed as personally
performed for the first 3 yr of the study interval, and
changes in the HCFA guidelines caused direction of
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Table 2. Definition of Anesthesia Direction

Personal medical direction by a physician may be paid if the
following criteria are met:
No more than 4 anesthesia procedures are being performed
concurrently.
The physician does not perform any other services {except as
provided below) during the same time period.
The physician is physically present in the operating suite.
The physician:
performs a pre-anesthetic examination and evaluation
prescribes the anesthesia plan
personally participates in the most demanding procedures in
the anesthesia plan, including induction and emergence
ensures that any procedure in the anesthesia plan that he or
she does not perform are performed by a qualified
individual
monitors the course of anesthesia administration at frequent
intervals
remains physically present and available for immediate
diagnosis and treatment of emergencies
provides indicated post anesthesia care.

Medicare Medical Policy Bulletin. Medical Direction of Anesthesia Services.
Bulletin No. A-7A, January 1, 1994.

resident cases to be billed as “directing 2- 4 cases” in the
final year of the study.)

There were 23,010 patients defined as undirected in
this study, of which 14,137 patients (61% of the undi-
rected group) were not billed for anesthesia and 8,873
(39%) were billed for anesthesia. The “no-bill” cases
were defined as undirected because there was no evi-
dence of anesthesiologist direction, despite a strong fi-
nancial incentive for an anesthesiologist to bill Medicare
if a billable service had been performed. The cases in
which an anesthesiology bill was not submitted showed
billing data that indicated that a surgical procedure on
our study list was performed. These cases either were
supervised by a physician or a staff nurse anesthetist
employed directly by the hospital or they represented
undirected anesthesiology resident cases. Of these
14,137 no-bill cases, only 1,287 at most were anesthesia
resident cases (or 5.6% of all undirected cases), assuming
all no-bill cases at institutions with anesthesia residency
programs reflected resident cases. The remaining undi-
rected cases consisted of 8,873 patients (39% of the
undirected group) for which procedures were super-
vised but not directed by an anesthesiologist or directed
by a nonanesthesiologist physician. None of these cases
included residents. Billing codes included “unknown
physician specialty” (code 99) or “unknown provider”
(code 88) associated with a nurse anesthetist specialty
code 43 or nonanesthesiologist physician direction of
the nurse anesthetist, including many other specialty

Anesthesiology, V 93, No 1, jul 2000

]

designations, such as pathology (code 22) or general
medicine (code 11). Of the 217,440 patients, 20,066
(9.9%) patients underwent anesthesia procedures on
more than 1 day during their hospital stay. We labeled a
patient undirected if on any day of the hospital stay, all
anesthesia procedures performed that day were not di-
rected by an anesthesiologist.

In HCFA billing records the specialty code for anesthe-
siologist is denoted by an “05” designation. Anesthesiol-
ogist designation did not imply board certification. We
used information from the American Board of Medical
Specialties (ABMS) to verify Medicare data. In one io-
stance, Medicare data indicated that the directing physi-
cian was a nonanesthesiologist, yet that same physician
was noted to be board certified in anesthesiology accord-
ing to the American Board of Medical Specialties files.
We therefore recoded that person as an anesthesiologist
for our purposes.

Outcome Statistics :

Death within 30 days of admission was determined
from the HCFA Vital Status file. Complications (table 3)
were identified using a set of 41 events defined by

Table 3. Complications: Defined Using ICD-9-CM and CPT
Codes

Cardiac event (e.g., serious arhythmia)  Perforation

Cardiac emergency (e.g., cardiac arrest)  Peritonitis
Congestive heart failure Gl or internal bleed
Postoperative cardiac complications Sepsis

Hypotension/shock
Pulmonary embolus
Deep vein thrombosis

Deep wound infection
Renal dysfunction
Anesthesia event

Phlebitis Gangrene of extremity
Stroke/CVA Intestinal obstruction
TIA Return to surgery
Coma/other Decubitus ulcer
Seizure Orthopedic complication
Psychosis Compartment syndrome
Nervous system complications Malignant hyperthermia
Pneumonia—Aspiration Hepatitis/jaundice
Pneumonia—Other Pancreatitis
Pneumothorax Necrosis of bone/thermal
Respiratory compromise or aseptic
Bronchospasm Osteomyelitis from
Postoperative respiratory complications " procedure
Internal organ damage Fat embolism
Electrolyte/fluid abnormality

The algorithms for constructing the complications using ICD-9-CM and CPT
codes are available upon request.

CPT = Physician’s Current Procedural Terminology, 4th edition; CVA =
cerebral vascular accident; GI = gastrointestinal; ICD-9-CM = International
Classification of Diseases, 9th revision, Clinical Modification; TIA = transient
ischemic attack.
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International Classification of Diseases, 9th revision,
Clinical Modification JCD-9-CM) and CPT (Physician’s
Current Procedural Terminology, 4th edition) codes
avajlable from HCFA databases for the hospital stay of
interest, previous hospital stays, and outpatient visits
within 3 months before the index hospital stay. CPT
codes billed before the hospital stay were used to deter-
mine long-standing conditions that would aid in distin-
guishing complications from comorbidities. Failure-to-
rescue rate (FR) ¥vas defined as the 30-day death rate in
those in whom either a complication developed or who
died without a recorded complication. It can be ex-
pressed mathematically as follows: FR = D/(C + D|no
C) or the number of patients who died (D) divided by
the number of patients with complications (C) plus the
number of patients who died without complications
noted in the claims data (DIno C).%7

Estimates of excess deaths/1,000 patients were de-
rived using a direct standardization approach using the
full data set for both the directed and the undirected
cases.® Using the final fully adjusted model, the proba-
bility of death was estimated twice for each of the
217,440 patients in the study, once assuming each case
was undirected and once assuming the case was di-
rected. The resultant difference between the sum of the
estimated death rates, divided by the sample size, and
multiplied by 1,000, provides the number of excess
deaths/1,000 patients when cases are not directed. The
same method was used to estimate the excess number of
failure-to-rescue cases in the undirected group, except
the denominator of cases includes only those with com-
plications. The advantage of this standardization ap-
proach is that all patients are used for both estimates,
hence reducing bias.

Model Development and Validation

We developed three logistic-regression models to ad-
just for severity of illness and case mix, one for each
outcome in the 50% random or “development” sample.
Candidate variables were selected if significant at the
0.05 level after univariate analysis for any of the three
outcomes. DRG variables were grouped into DRG-prin-
cipal procedure categories to produce more homoge-
neous risk groupings based on Haberman residuals”->°
and then included in each model. Each model included
42 DRG-principal procedure variables and 27 patient
characteristics. A total of 37 interaction terms were in-
cluded in the models, having been significant at the
Bonferroni adjusted 0.05 level. We validated the derived
models for the remaining 50% or “validation” sample.

Anesthesiology, V 93, No 1, Jul 2000

Coefficients were not statistically different between
models derived in development and validation sets. Pear-
son correlation coefficients between predicted out-
comes in the development set and the validation set
were always greater than 0.93. Final models were con-
structed using both the development and the validation
data sets.

Hospital Analyses

To account for hospital characteristics that may have
influenced our results, we adjusted the results using a list
of 11 hospital characteristics that we, and others, re-
ported previously.”!"!? Further, we constructed an in-
dicator variable for each hospital and report results
adjusted for each individual hospital in the logistic-re-
gression modeling. We also performed adjustments for
each hospital using Mantel-Haenszel tests' in a number
of ways. We estimated the odds ratio (OR) associated
with outcome and no direction by controlling for each
hospital and stratified, in some analyses, using the risk of
death or the propensity score’®'® to predict lack of
direction. When stratifying using the risk of death, we
refitted the mortality model, deriving new coefficients,
using a separate data set of 1995-1996 Pennsylvania
Medicare patients. This allowed for unbiased odds ratios
derived from the Mantel-Haenszel tests when applied to
the main study set comprising 1991-1994 data.

Results

Patient Description

Table 4 describes patient case mix and table 5 displays
patient characteristics that were present in at least 1% of
the study population among the anesthesia directed and
nondirected groups. Two odds ratios are presented in
table 5. The first is the unadjusted odds ratio; the second
is the Mantel-Haenszel'® odds ratio after adjusting for
DRG category and each of the 245 hospitais in the study.
Undirected patients were more likely to be male; to have
a history of arrhythmia, congestive heart failure, and
non-insulin-dependent diabetes; and to be admitted
through the emergency department. Undirected patients
were less likely to have cancer.

There were some associations between covariates and
direction status that were unexpected. Some of these
could be explained when we studied factors that were
predictive of direction'? and factors predictive of proce-
dures. For example, the unadjusted odds ratios in table 5
suggest undirected cases had greater odds of occurrence
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Table 4. Medical Diagnostic Categories (MDC) by Direction Status

Directed Not Directed

N % N %

MDC 6 y .
Diseases and disorders of the digestive systern (146 & 147; 148
& 149; 150 & 151; 152 & 153; 154 & 155; 157 & 158; 159 &

160; 161 & 162; 164; 165; 166; 167; 170 & 171)

MDC 7 .

Diseases and disorders of the hepatobiliary system (191 & 192;
103 & 194; 195 & 196; 197 & 198; 199 & 200; 201)

MDC 8 '
Diseases and disorders of the musculoskeletal system (209; 210
& 211; 213; 214 & 215; 216; 217; 218 & 219; 221 & 222; 223 &
224; 225; 226; 227; 228 & 229; 230; 231; 232; 233 & 234; 257 &
258; 259 & 260; 261; 262; 263 & 264)

MDC 9 ‘

Diseases and disorders of the skin, subcutaneous tissue, and
breast (265 & 266; 267; 268)

MDC 10 ’

Endocrine, nutritional, metabolic diseases and disorders {285;
286; 287; 288; 289; 290; 291; 292 & 293)
Total

54,443 28.00 6,805 29.57

24,957 12.84 3,429 14.90

111,825 57.51 12,141 £2.76

392 0.20 86 0.37

2,813 1.45 549 2.39

194,430 89.42 23,010 10.58

in patients with insulin-dependent diabetes. However,
undirected patients also had greater odds of undergoing
wound debridement and skin grafts as a principal pro-
cedure, as compared with directed patients (OR =
10.14; 95% confidence interval [CI] = 8.31,12.36). The
higher rate of diabetes in the undirected group may, in
part, have been caused by an increased propensity of the
caregiver to perform skin graft procedures, and there-
fore it would not be surprising that there was an associ-
ation between undirected cases and diabetes. Bickel et
al'® have shown the importance of such adjustments
when making inferences concerning selection bias in

graduate school admissions policies. Hence, after adjust-
ment, it would appear as though there was far less
imbalance in the covariates between directed and undi-
rected cases than was initially appreciated. However,
given the remaining differences between groups, careful
severity corrections for all outcomes were performed
before results could be accurately interpreted.

Hospital Characteristics

The distribution of hospital characteristics according
to the presence of anesthesiologist direction is displayed
in table 6. Generally, the hospitals in which undirected

Table 5. Comparison of Patient Characteristics (Odds Ratio for Undirected versus Directed Cases)*

Unadjusted Adjusted by DRG and Hospital
Percent of Total
Population Odds Ratio P Value Odds Ratio P Value
Age older than 85 yr 9.9 1.048 0.040 1.044 0.110
Male 34.7 1.122 0.001 1.053 0.002
Hx congestive heart failure 2.6 1.637 0.001 1.159 0.001
Hx arrhythmia 29 1.357 0.001 1.092 0.001
Hx aortic stenosis 1.8 0.979 0.689 0.996 0.946
Hx hypertension 6.6 1.202 0.001 1.017 0.578
Hx cancer 24.2 0.900 0.001 0.903 0.001
Hx COPD 121 1.093 0.001 1.024 0.312
Hx noninsulin-dependent diabetes 10.6 1.293 0.001 1.074 0.003
Hx insulin-dependent diabetes 1.7 2.163 0.001 1.046 0.387
Emergency department admission 344 1.232 0.001 1.247 0.001

* Odds ratic denotes the odds of a covariate of interest observed in the undirected group versus that of the directed group.

COPD = chronic obstructive pulmonary disease; Hx = history.
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Table 6. Distribution of Hospital Characteristics by Type of Provider

Hospital Characteristics Undirected Directed P Value
No. of beds greater than 200 (%) 32.72 42.49 0.0001
Nurse-to-bed ratio (RNs/bed) 1.38 1.40 0.0001
Percentage of anesthesiology staff board certified (%) 72.70 74.70 0.0001
Percentage of surgical staff board certified (%) 80.40 85.00 0.0001
Trauma Center (%) 21.87 23.90 0.0001
Lithotripsy facility (%) 17.55 15.68 0.0001
MRI facility (%) 33.27 35.90 0.0001
Solid organ/kidney transplant (%) 11.99 13.56 0.0001
Bone marrow transplant unit (%) 5.37 7.22 0.0001
Approved residency training program (%) 40.90 49.20 0.0001
Member, Council of Teaching Hospitals (%) 17.87 2189 0.0001

MR! = magnetic resonance imaging; RN = registered nurse.

cases occurred tended to be smaller, to have less spe-
cialized technology and facilities, and were less likely to
be involved with the teaching of medical students and
residents.

Adjusting for Patient Characteristics and

DRG-Procedure Category

Unadjusted death, complication and failure-to-rescue
rates were greater when cases were undirected (table 7).
Table 8 displays the influence of anesthesia direction on
outcome after results were adjusted for 64 patient char-
acteristics and interaction terms, including demographic
information, history variables, whether the patient was
transferred from another short-term-care hospital,
whether the patient was admitted from the emergency
room, and 42 DRG—procedure categories used for this
study. As in the unadjusted model, mortality and failure-
to-rescue rates were greater when an anesthesiologist
did not perform or direct care. The adjusted odds ratios
for death and failure-to-rescue were significantly in-
creased: (OR for death = 1.09, P << 0.021; OR for
failure-to-rescue = 1.12, P < 0.003) corresponding to
2.8 excess deaths/1,000 patients and 8.4 excess deaths/
1,000 patients with complications. Adding patient race
to this model did not change these results.

A second analysis was performed adding admission
MedisGroups (MediQual Inc., Westborough, MA) sever-

Table 7. Unadjusted Outcomes

ity score (a physiologic based score) obtained from the
Pennsylvania Health Care Cost Containment Coun-
cil.%?°-23 During 1991-1994, MedisGroups scores were
recorded for only 72.9% of our study patients. The ORs
for the anesthesia direction covariate were as follows:
(OR for death = 1.09, P < 0.016; OR for failure-to-
rescue = 1.12, P < 0.002; OR for complication = 0.97,
P < 0.052). These results provided further evidence that
the models derived solely from the Medicare data were
adequately adjusted. :

We also explored whether the increased odds of death
and failure-to-rescue in the undirected group were
caused by admissions through the emergency depart-
ment. When the non-emergency department cases
were analyzed separately, the odds ratios for death and
failure-to-rescue remained greater for those patients who
did not receive anesthesiologist direction (adjusted OR
for death = 1.17, P < 0.007 and adjusted OR for failure-
to-rescue = 1.18, P < 0.005). .

Adjusting for Patient and Hospital Characteristics

The lower portion of table 8 displays the results of
anesthesia direction when 11 hospital variables were
included in the three outcomes models. Undirected
cases were associated with greater death and failure-to-
rescue rates: (OR for death = 1.08, P < 0.040; OR for
failure-to-rescue = 1.10, P < 0.013), corresponding to

Undirected Rate (%) Directed Rate (%)

Outcome n = 23,010 n = 194,430 Odds Ratio” 95% Confidence Interval P Value
Death 4.53 3.41 1.35 (1.26, 1.44) 0.0001
Complication 47.87 41.15 1.31 (1.28, 1.35) 0.0001
Failure to rescue 9.32 8.18 1.15 (1.08, 1.24) 0.0001

* Odds ratio denotes the odds of an outcome observed in the undirected group versus that of the directed group.
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Table 8. Logistic Regression Results

95% Confidence Interval

Events No. of Patients  No. of Events  C Statistic ~ Adjusted Odds Ratio* P Value
Adjusting for patient characteristics
Death 217,440 7,665 0.82 1.09 (1.01,1.17) 0.0208
Complication 217,440 91,024 0.75 0.97 (0.94, 1.00) 0.0345
Failure-to-rescue 92,170 7,665 0.75 N 4 (1.04, 1.21) 0.0025
Adjusting for patient and hospital
characteristics
Death 217,440 7,665 0.82 1.08 (1.00, 1.15) 0.0399
Complication 217,440 91,024 0.75 1.00 (0.96, 1.03) 0.7941
Failure to rescue 92,170 7,665 0.75 1.10 (1.01, 1.18) 0.0128

* Odds ratio denotes the odds of an outcome observed in the undirected group versus that of the directed group.

2.5 excess deaths/1,000 patients and 6.9 excess deaths/
1,000 patients with complications, whereas the adjusted
OR for the complication rate was insignificant (OR for
complication 1.00, P < 0.796). When the MedisGroups
severity score was added to the analysis, death and
failure-to-rescue ORs were stable and the associated P
values became slightly more significant. When a variable
reflecting the number of anesthesia procedures per hos-
pital stay was added to the model, we again found the
odds ratio estimates to be unchanged.

In a further analysis, we calculated the adjusted odds
ratios for each outcome using the Mantel-Haenszel odds
ratio, adjusting for all DRG categories and for each of the
245 hospitals in the study, and obtained very similar
results. The adjusted odds ratio for death was 1.14 P <
0.001), the odds ratio for failure-to-rescue was 111 P <
0.008), and the odds ratio for complication was 1.06
(P < 0.001). We next constructed a model adjusting for
the same patient characteristics as in table 8 plus a
hospital identifier variable for each hospital (grouping
hospitals with fewer than 10 deaths into one indicator
variable to allow for more stable coefficients). The re-
sults were almost identical to those in table 8. The
adjusted odds ratio for death was 1.09 (P < 0.033), OR
for failure-to-rescue was 1.10 (P < 0.016), and the OR for
complication was 1.02 (P < 0.333).

Furtber Analyses Using Mantel-Haenszel

Adjustments and the Propensity Score

We conducted an additional set of analyses concerning
the influence of the hospital provider on outcome in this
study. Using the full model for patient characteristics, as
defined in table 8, we refitted the model coefficients for
a separate set of 102,781 Pennsylvania Medicare patients
from 1995 and 1996, using the same procedures as in the
1991-1994 study data set. We then calculated the initial
risk of death before surgery for each patient in our
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1991-1994 study data set and, as suggested by Coch-
ran,2* we divided these risk scores at the quintiles of this
distribution, yielding five risk groups of equal sample
size. For each of the 245 hospitals in the data set, we
then formed 245 X 5 = 1,225 cells using these five risk
groups. This gave usa 2 X 2 X 5 X 245 contingency
table, recording death by direction status by mortality
risk strata by hospital. The associated Mantel-Haenszel
odds ratio computed from the 2 X 2 X 5 X 245 cell
contingency table was 1.16 (1.077, 1.246). This ratio
was almost exactly the same as the Mantel-Haenszel test
results with an odds ratio of 1.14, controlling for the
individual hospital and DRG (see previous section in
Results), whereas the logit model using hospital indica-
tors also found a very similar odds ratio (1.09). Hence,
we obtained almost identical results when the ORs were
derived from regression models or derived by performing a
Mantel-Haenszel analysis, controlling for risk of death, and
forcing all comparisons to be stratified within the same
hospital, thereby controlling for the “hospital effect.”

To control for selection bias associated with direction
or lack of direction, we performed an additional set of
analyses using the propensity score to predict direction.
Similar to the stratification of mortality risk previously
discussed, we divided the propensity score at the quin-
tiles of its distribution, yielding five risk groups of equal
sample size. For each of the 245 hospitals in the data set,
we then formed a 2 (death status) X 2 (direction sta-
tus) X 5 (propensity score risk strata) X 245 hospital
contingency table. The associated Mantel-Haenszel odds
ratio computed from the 2 X 2 X 5 X 245 cell contin-
gency table was 1.11 (1.03, 1.19). Again, the odds ratio for
death associated with direction status was almost identical
to that determined by our previous methods using logit
regression or methods without the propensity score.

Finally, we performed an adjustment stratifying by
mortality risk, propensity score, and hospital using a 2 X
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Table 9. The Marginal and Partial Influence of Hospital Characteristics And of Direétion of Anesthesia Care on Outcome,

Adjusting for Patient Covariates

Variable

Outcome Measure

Adjusted Odds Ratios (95% Confidence Interval)

Marginal

Partial

Hospital beds (=200 beds vs. <200 beds)

Registered nurse-to-bed ratio‘(in units of 25% of the mean)
Magnetic resonanc;ir"nag‘ing facility

Bone marrow trar{splantation unit

Organ transplantation unit

Lithotripsy facility

Trauma center

Surgical board certification, % (in units of 25% of the mean)
Anesthesia board certification, % (in units of 25% of the mean)
Member, Council of Teaching Hospitals

Approved residency training program

Anesthesiologist-directed care®

Death
Failure-to-rescue
Complication
Death
Failure-to-rescue
Complication
Death
Failure-to-rescue
Complication
Death
Failure-to-rescue
Complication
Death
Failure-to-rescue
Complication
Death
Failure-to-rescue
Complication
Death
Failure-to-rescue
Complication
Death
Failure-to-rescue
Complication
Death
Failure-to-rescue
Complication
Death
Failure-to-rescue
Complication
Death
Failure-to-rescue
Complication
Death
Failure-to-rescue
Complication

0.90 (0.86, 0.95)°
0.83 (0.80, 0.88)2
1.22 (1.20, 1.25)8°
0.95 (0.93, 0.96)°
0.94 (0.92, 0.96)°
1.04 (1.03, 1.04)°
0.96 (0.92, 1.01)

0.93 (0.89, 0.98)°
1.06 (1.04, 1.00)°
0.89 (0.80, 0.98)°
0.79 (0.72, 0.88)°
1.34 (1.29, 1.39)
0.91 (0.84, 0.98)°
0.83 (0.77, 0.89)9
1.26 (1.22, 1.29)2
0.92 (0.86, 0.99)°
0.88 (0.82, 0.94)
1.10 (1.07, 1.13)°
0.93 (0.88, 0.99)°
0.89 (0.84, 0.95)°
1.10(1.08, 1.13)°
0.97 (0.94, 1.00)'
0.94 (0.91, 0.98)°
1.07 (1.05, 1.08)°
0.99 (0.97, 1.01)

0.97 (0.95, 0.99)°
1.05 (1.04, 1.05)°
0.91 (0.85, 0.96)°
0.84 (0.79, 0.89)?
1.26 (1.23, 1.29)°
0.94 (0.89, 0.98)°
0.87 (0.83, 0.91)°
1.21(1.18, 1.23)9
0.92 (0.85, 0.99)°
0.89 {0.83, 0.96)°
1.04 (0.87, 1.07)

0.90 (0.84, 0.97)¢
0.87 (0.81, 0.94)f
1.11 (1.08, 1.14)°
0.95 (0.92, 0.97)°
0.95 (0.93, 0.98)?
0.98 (0.98, 0.99)'
1.04 (0.98, 1.10)
1.05 (0.99, 1.11)
0.95 (0.93, 0.98)°
0.99 (0.88, 1.11)
0.93 (0.82, 1.04)
1.17 (1.12, 1.22)9
1.03 (0.94, 1.12)
0.97 (0.89, 1.07)
1.12 (1.08, 1.16)¢
0.97 (0.90, 1.05)
0.97 (0.89, 1.05)
1.01 (0.98, 1.05)
1.03 (0.96, 1.11)
1.05 (0.98, 1.34)
0.94 (0.91, 0.97)°
0.99 (0.96, 1.03)
0.98 (0.95, 1.02)
1.03 (1.01, 1.04)
1.01 (0.99, 1.03)
1.00 (0.98, 1.02)
1.01 (1.00, 1.02)¢
1.03 (0.94, 1.12)
1.02 (0.93, 1.11)
1.10 (1.06, 1.14)°
1.03 (0.97, 1.11)
0.99 (0.93, 1.06)
1.07 (1.04, 1.10)°
0.93 (0.87, 1.00)°
0.91 (0.85, 0.99)°
1.00 (0.97, 1.04)

a < 0.1;® < 0.05 ° < 0.01; @ < 0.005; ® < 0.001; ' < 0.0005; ¢ < 0.0001.

Odds ratio denotes the odds of an outcome observed in the directed group versus that of the undirected group.
Marginal analysis reports the odds ratios associated with hospital characteristics added one at a time in the logit mode! that includes 64 patient and 42 procedure

covariates and interaction terms.

Partial analysis reports the odds ratios associated with hospital characteristics added all together to the logit model that includes 64 patient and 42 procedure

covariates and interaction terms.

2 X 5 X 5 X 245 cell contingency table. Mortality risk
was again estimated for the separate 1995-1996 patient
population to avoid bias. This analysis yielded, again,
similar results to the logit model reported in table 8, with
an OR of 1.07, (0.99, 1.15). The slightly less significant P
value of 0.09 may reflect the fact that we were control-
ling for 5 times more strata than in the previous two
analyses.

Table 9 displays the results of the “fully adjusted patient
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model,” with the addition of all 11 hospital characteristics
and the direction indicator for the three outcomes. For
each hospital variable, and the anesthesiologist direction
indicator, we present two results. The “marginal” result is
computed by adjusting the OR for direction by all patient
covariates and a single hospital variable or direction
indicator. The “partial” analysis displays the results of a
fully adjusted model using all patient covariates, all hos-
pital covariates, plus the direction indicator (this “par-
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tial” model is also shown in table 8). The marginal
analysis showed that hospitals with more sophisticated
facilities, higher nurse staffing ratios, and more educa-
tional programs were consistently associated with re-
duced death and failure-to-rescue rates, whereas compli-
cation rates weite greater in these hospitals. We reported
this same pattern in other studies.”’!"** Simultaneously
adjusting for all the hospital variables and the anesthesi-
ologist direction variable, we found that three factors
continued to show independent effects on death and
failure-to-rescue: hospital size, nurse-to-bed ratio, and
direction by an anesthesiologist.

Furthermore, we asked whether the odds ratios asso-
ciated with direction and outcome would have changed
had we used only patients who were billed, rather than
all records. The resulting logistic-regression derived odds
ratios were unchanged. Finally, we asked whether add-
ing variables denoting the size of the metropolitan area
would account for the observed differences in outcome.
Adjusting for the 11 hospital variables and for five levels
of population size from rural to metropolitan areas
greater than 1 million, we found very little difference in
results (OR for death = 1.07, P < 0.057; OR for failure-
torescue = 1.09, P < 0.021; OR for complication =
1.00, P < 0.853).

Discussion

After adjustments for severity of illness and other con-
founding variables, we found higher mortality and fail-
ure-torescue rates for patients who underwent opera-
tions without medical direction by an anesthesiologist.
Adjusted complication rates were not associated with
medical direction. This finding is not inconsistent with
the finding of higher mortality rates in the absence of
medical direction. Our previous work showed that com-
plication rates, as reflected in administrative claims data,
are indicators of severity of illness,”'"?* but adjusted
complication rates are not well-correlated with adjusted
death rates.}?%?3 In Medicare surgical patients, compli-
cation rates are poor indicators of quality of care®” and
are not accurately coded to discern specific intraopera-
tive events. The complication rate in this study reflects
the number of patients who had complications, not the
number of complications per patient. The complication
list was developed to be inclusive and sensitive to most
undesirable occurrences during the hospital stay, but
was not specific for perioperative complications. Spe-
cific perioperative complications may not appear in the
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Medicare claims data, in which the limited number of
fields and variation in recording patterns may prevent
the complication rate from reflecting differences in qual-
ity.'Hence, it is not surprising that adjusted complication
rates were not different among providers, whereas 30-
day mortality rate—a measure better defined and record-
ed—was different.

Because of these limitations in all studies involving the
Medicare database, the failure-to-rescue rate was devel-
oped and validated,®” and complications were used as
an adjustment tool for severity of illness, rather than as
an isolated outcome measure. Failure-to-rescue assesses
how complications are managed by studying the rate of
death only in those patients in whom complications
develop or in those who die without recorded compli-
cations. Failure-to-rescue may provide better insight re-
garding quality of care than either mortality or compli-
cation rates used alone®’ because it can more easily
account for differences in severity. For the current study,
failure-to-rescue rates showed an even greater associa-
tion with provider characteristics than did death rates.
This suggests that advanced medical training may allow
for better management of complications, thereby de-
creasing the severity of such complications, and leading
to fewer subsequent deaths.

Adequate severity adjustment is always necessary for
studies of the type reported herein. Given the apparent
difference in the prevalence of specific comorbidities
between the directed and undirected groups, adequate
adjustment was especially important. As seen in table 5,
much of the difference between groups could be ex-
plained by the different distribution of procedures found
in the directed and undirected groups. Hence, looking at
unadjusted prevalence rates of comorbidities can be
deceiving in data sets such as this. A classic example of
this same problem was provided by Bickel ez al? in
their 1975 article of graduate admission bias using data
from The University of California at Berkeley. Although
unadjusted admission acceptance rates would suggest
females had been discriminated against because of the
observed overall lower admission rates, after adjustment
for the departments to which the female students ap-
plied, it was shown that there was no significant bias.
This was because the female applicants more often ap-
plied to departments with lower rates of acceptance (for
both males and females), whereas male applicants more
often applied to departments with higher rates of accep-
tance (for both males and females). Hence, the overall,
unadjusted numbers suggested an imbalance in admis-
sion rates (a bias against females), whereas such an




161

ANESTHESIOLOGIST DIRECTION AND PATIENT OUTCOMES

imbalance was not seen at the individual department
level.

It was reassuring that, in our study, after adjustment
for DRG and hospital, the difference in the prevalence of
covariates between the directed and undirected groups
became much smaller. In part, this was caused by a
tendency for undirected patients to be involved with
slightly more minor procedures in patients with a
greater number of comorbidities. Although adjustments
in table 5 helped to explain these differences in comor-
bidity rates among groups, more complete model-based
adjustments were made when reporting final results.

There is strong supporting evidence that the model-
based adjustments used in our study were adequate. Of
interest, unadjusted rates of death, number of complica-
tions, and failure-to-rescue rates were all increased in the
nondirected group. After using models that contained
identical patient covariates for each of the three out-
comes, we observed that the adjusted odds of develop-
ment of complications decreased to 1, whereas ORs of
death and failure-to-rescue remained greater than 1. Fur-
ther, the unadjusted OR associated with no direction and
failure-to-rescue (table 7) was almost identical to that in
the fully adjusted model (table 8). This finding is consis-
tent with a number of studies showing that a strength of
the failure-to-rescue concept is that the failure-to-rescue
rate appears to be less sensitive to omissions of severity
of illness data than is the death or complication rate.”??
Finally, when a physiologic severity adjustment measure,
MedisGroups Score, was added to the models, results
were virtually unchanged. If the association between
anesthesiologist direction and outcome was an artifact of
failure of the model to adequately control for critical
aspects of patient severity, we would have expected the
addition of the physiologic-based patient severity score
to alter the results. Together, these findings provide
consistent supporting evidence that the model was ad-
justed adequately for severity of illness among groups.

Without further adjustment, these results might still
reflect differences in overall hospital quality, rather than
differences in the type of anesthesiologist involvement.
Therefore, the results were simultaneously adjusted for
patient and hospital characteristics, yet the effect of
anesthesiologist direction remained significant. When
we adjusted for the individual hospital using Mantel-
Haenszel adjustments and logistic-regression models, our
results were unchanged. Further, adjustments for selec-
tion bias using the propensity score again revealed that
our results were very stable. It appeared that the in-
creased risk of death associated with lack of direction

Anesthesiology, V 93, No 1, Jul 2000

was not caused by selection bias at the hospital. Thus,
these data support the concept that there is a benefit
associated with medical direction by an anesthesiologist
that is independent of the hospital effect and not a result
of selection bias.

Our results were consistent with other large studies of
anesthesia outcomes.?>?® Some studies suggest that the
best outcomes may occur when anesthesia is provided
by an anesthesia care team directed by an anesthesiolo-
gist.?” We also found that the single most important
hospital variable associated with lower death and failure-
to-rescue rates was a higher registered-nurse-to-bed ra-
tio,” and the importance of nurse staffing has been noted
in several other studies.”*8-3°

Our results also point to a common misconception
when assessing anesthesia safety. Since the early (1954)
study of Beecher and Todd®' reported an anesthesia-
related mortality rate of 1 death/1,560 patients, anesthe-
sia-related mortality has been the gold standard of gaug-
ing anesthesia safety. By 1982, the anesthesia-related
mortality had decreased to 1 death/6,789 patients in the
United Kingdom,3? and, by 1989, the anesthesia mortal-
ity rate had decreased to 1 death/185,056 patients®?;
whereas Eichhorn,>* in 1989, reported anesthesia-re-
lated mortality of 1 death/151,400 patients among more
than 750,000 healthy (American Society of Anesthesiol-
ogists physical status I or m3® patients in the United
States. These studies supported the concept that the
incidence of death directly related to anesthetic events
had decreased, but the concept of anesthesia-related
mortality was narrowly defined. Modern perioperative
intensive care (including that provided by anesthesiolo-
gists) often prevents immediate postoperative mortality,
yet prolonged morbidity and delayed mortality may re-
sult even when the precipitating event occurred preop-
eratively or intraoperatively. Further, there is increasing
evidence that anesthetic practice influences subsequent
patient outcomes in ways that were not recognized pre-
viously. Even relatively simple measures, such as main-
taining normothermia or supplying supplemental oxy-
gen in the perioperative period, can decrease the
incidence of subsequent morbid events, including peri-
operative cardiac morbidity (ischemia, infarction, car-
diac arrest),>® and postoperative wound infection.>”->®
Our study underscores the importance of anesthetic
practice in overall surgical outcome, potentially influenc-
ing mortality at the rate of 2.5 deaths/1,000 patients or 1
death/400 patients, more than 300 times greater than
reported by Eichhorn®® and others,?** who used a far
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more narrow definition of “anesthesia related” that did
not consider these wider associations.

This was a retrospective analysis based on administra-
tive claims data and is limited by the associated errors
inherent in using such data. The accuracy of our defini-
tions for anesthesiologist direction (or no direction) is
only as reliable as the bills (or lack of bills) submitted by
caregivers. We also cannot rule out the possibility that
unobserved factors leading to undirected cases were
associated with poor hospital support for the undirected
anesthetist and patient. Local, temporal, even psycho-
logic factors may play a part in patient outcome, and
such factors may not be noted in the available data set.
For example, if anesthesiologists had a tendency not to
submit bills for patients who died within 30 days of
admission, our results could be skewed in favor of di-
rected cases. Although our clinical experience suggests
that this scenario is quite unlikely, we cannot rule out
this possibility. We also cannot rule out the possibility
that undirected cases occur more often in emergency
situations that developed outside of the emergency de-
partment. For example, it may be that patients who
required multiple anesthesia procedures were more ill
and were cared for by an undirected anesthetist because
of an emergency reoperation that did not allow time for
the anesthesiologist to participate in care. Although we
could find no evidence of this, because our study results
were unchanged when a variable denoting multiple an-
esthesia procedures was added to the model, more ex-
tensive study involving individual chart review may be
helpful for exploring these questions.

Future work will also be needed to determine whether
the mortality differences in this report were caused by
differences in the quality of direction among providers,
the presence or absence of direction itself, or a combi-
nation of these effects. To address these limitations, we
hope to pursue in-depth, large-scale medical chart re-
view of surgical cases in the next phase of this research.
We anticipate that review of medical charts will provide
more detailed information that will assist in determining
the etiology of differences in outcomes among provider
type.

In summary, review of Medicare claims data in Penn-
sylvania suggests that medical direction by an anesthesi-
ologist was associated with lower mortality and failure-
to-rescue rates. In light of the large numbers of Medicare
patients undergoing operations each day, future re-
search must carefully identify the etiologic factors asso-
ciated with these findings to define optimal provider
models and improve outcomes.
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Participation (CoP) for hospitals, the
Surgical Services Condition of
Participation for Critical Access
Hospitals (CAH), and the Ambulatory
Surgical Center (ASC) Conditions of
Coverage Surgical Services. This final
rule changes the physician supervision
requirement for certified registered
nurse anesthetists furnishing anesthesia
services in hospitals, CAHs, and ASCs.
Under this final rule, State laws will
determine which professionals are
permitted to administer anesthetics and
the level of supervision required,
recognizing a State’s traditional domain
in establishing professional licensure
and scope-of-practice laws. States and
hospitals are free to establish additional
standards for professional practice and
oversight as they deem necessary.

The hospital anesthesia services CoP,
CAH surgical services CoP, and the
conforming change to the anesthesia
Conditions of Coverage apply to all
Medicare and Medicaid participating
hospitals, CAHs, and ASCs.
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I. Background
A. Legislation

Sections 1861(e)(1) through {e)(8) of
the Social Security Act (the Act) provide
that a hospital participating in the
Medicare program must meet certain
specified requirements. Section
1861(e)(9) of the Act specifies that a
hospital also must meet such other
requirements as the Secretary finds
necessary in the interest of the health
and safety of the hospital’s patients.
Section 1820 of the Act contains criteria
for application for States establishing a
Critical Access Hospital. Sections
1832(a)(2){F)(i) and 1833(i) provide
coverage requirements for ASCs. Section
1861(bb) of the Act, provides definitions
for certified registered nurse anesthetists
(CRNASs) and their services.

B. General

On December 19, 1997, we published
the proposed rule, “Hospital Conditions
of Participation, Provider Agreements
and Supplier Approval,” (62 FR 66726)
in the Federal Register. This proposed
rule generated over 60,000 public
comments and approximately one-third
of these comments addressed the
proposed condition eliminating the
Federal requirement for physician
supervision of a licensed independent
practitioner permitted by the State to
administer anesthetics.

In 1997, when we proposed our
changes to the current hospital
conditions of participation (CoPs), we
stated our desire to move toward
standards that are patient-centered,
evidence-based, and outcome oriented.
We also stated that a fundamental
principle was to facilitate flexibility in
how a hospital meets our performance
expectations, and eliminate structure
and process requirements unless there is
evidence that they are predictive of
desired outcomes for patients. Where
there is agreement on a structure or
process requirement predictive of
desired patient outcomes, we included
that in our proposed rule. In fact,
comments on the standard for physician

supervision of CRNAs reflect a split
between those who support flexibility in
allowing States and hospitals to make
decisions about anesthesia services and
those who oppose the provision,
supporting, instead, the structural
requirement for physician supervision.
We have already finalized the Organ
Donation and Transplantation and
Patients’ Rights conditions, which were
contained in the December 19, 1997
proposed hospital rule. We are now
finalizing part of the anesthesia services
standard describing anesthesia ‘
administration. We continue to work to
finalize the other issues in the December
19, 1997 hospital conditions of
participation proposed rule.

C. Need for Amended Anesthesia
Services CoP

The existing hospital CoPs require
hospitals, CAHs, and ASCs to provide
quality care by adhering to our
organizational and staffing
requirements. The current hospital CoPs
are not written in a way that promote or
encourage a hospital, CAH, or ASC to
assess the quality of care and improve
patient outcomes. One of the clear
messages we received from industry
groups and professionals as we pursued
this change in regulatory approach is
that the old way of focusing on structure
and process no longer represented
current practice or the best available
method to foster delivery of quality
health care services.

Since publication of the December 19,
1997 proposed rule, we have continued
to receive input from representatives of
individual industry groups and have
analyzed thousands of public comments
from individual providers, beneficiaries,
hospitals, and professional and provider
organizations. We have given careful
consideration to the scientific literature
cited by commenters. We have found no
compelling scientific evidence that an
across-the-board Federal physician
supervision requirement for CRNAs
leads to better outcomes, or that there
will be adverse outcomes by relying on
State licensure laws instead.

We are also responding to
considerable Congressional activity that
has occurred since the 1997 publication
of the proposed rule. Interest by
Congress on both sides of the issue of
physician supervision resulted in
Appropriations Conferenge committee
language in the Conference Report to the
Balanced Budget Refinement Act
(BBRA) of 1999 (H. Conf. Rep. No.106—
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479, at 873 (November 18, 1999)) urging
the Secretary to determine whether
there was sufficient information to move
forward with a final rule. The literature
we reviewed (see appendix) indicated
that the anesthesia-related death rate is
extremely low, and that the
administration of anesthesia in the
United States is safe relative to surgical
risk.

There have been no studies published
within the last 10 years demonstrating
any need for Federal intervention in
State professional practice laws
governing CRNA practice. Currently,
there is no reason to require a Federal
rule in these conditions of participation
mandating that physicians supervise the
practice of another State-licensed health
professional where there is a statutory
provision authorizing direct Medicare
payment for the services of that health
professional. We believe there is no
reason to change our proposed
approach, which gives States and
hospitals the flexibility to determine
necessary oversight. We believe the
change, based on the available
information, appropriately reflects the
important value of regulatory flexibility.

D. Recognizing State Laws and
Professional Scope of Practice

Congress has specified which non-
physician health professionals may
receive separate payment for their
professional services (such as CRNAs
and nurse practitioners}. In addition,
Congress left the function of licensing
these health professionals to the States.
Medicare recognizes the scope of
practice established by the States for
these health professionals. Prior to this
final rule, Medicare’s hospital CoPs did
not have Federal requirements for
physicians to supervise the practice of
another State-licensed health
professional where there is a statutory
provision authorizing direct Medicare
payment for the services of that health
professional, with the sole exception of
the Federal requirement for physician
supervision of CRNAs. We do not
believe that there is evidence to support
maintaining a special Federal
requirement for physician supervision
of CRNAs.

Eliminating the Federal requirement
for physician supervision of CRNAs is
not a judgment on our part that one
health professional is better than
another or that one type of care is
superior. The change in regulatory
approach reflected in this final rule was
discussed in the preamble of the
hospital CoPs proposed rule (62 FR
66740). This rule establishes a shared
commitment to quality care among us,
the States, and Medicare providers.

Medicare providers are in the best
position to assess the evidence and
consider data relevant to their own
situations (for example, physician
access, hospital and patient
characteristics and needs of rural areas)
about the best way to deliver anesthesia
care. Hospitals can always exercise
stricter standards than required by State
law. We will monitor the effects on the
quality of anesthesia care furnished to
Medicare beneficiaries resulting from
the greater flexibility provided to States
and hospitals under this rule.

II. Analysis of and Responses to Public
Comments

We received approximately 20,000
comments on the issue of physician
supervision of CRNA administration of
anesthesia. Comments were largely split
among CRNAs, representatives of rural
areas, and supporters of State oversight
who favor the proposal; and physicians
who, in general, opposed the proposal
and argued that anesthesia
administration is the practice of
medicine, requiring advanced medical
education. A summary of the major
issues and our responses follow:

State Law and Professional Scopes of
Practice

Comment: The majority of comments
focused on whether States’ scope-of-
practice laws are the proper level of
regulatory oversight. Most physicians
maintained that anesthesia is the
practice of medicine which should only
be practiced by a licensed physician,
and opposed the provision permitting
State licensed independent practitioners
to administer anesthetics without
physician supervision. These
commenters argued that, because of
disparities among the various States,
laws are inconsistent and result in
inequality of care across the country. As
a result, they stated that Medicare
beneficiaries would lose an important
Federal guarantee for minimum
standards of anesthesia care, and
instead would be subjected to a variety
of State laws. Gonversely, other
commenters argued that the Federal rule
preempts State law, creating barriers to
practice and limiting opportunity for
nurse anesthetists licensed as
independent practitioners. A physician
supervision requirement, they asserted,
diminishes the role of local jurisdictions
and authorities that regulate and/or
license other health professions and
aspects of health service delivery.
Commenters also stated that the current
Federal requirement for physician
supervision has been a disincentive for
employers to hire CRNAs, decreasing
flexibility and efficiency in anesthesia

services, and limiting access in certain
areas. One commenter wrote that it is
the State that best understands its
individual geographical, population,
and financial needs and resources and
how these resources can best be utilized
to deliver safe, quality anesthesia.
services.

Response: We respect the authority of
States to meet regional/local needs.
Setting forth a final rule that allows
States the ultimate determination

. regarding which licensed independent

practitioners may administer anesthesia
does not prohibit any State or hospital
from requiring physician supervision. It
will effectively provide greater
discretion to State authorities that are
experienced at regulating the licensing,
education, training, and skills of the
professionals practicing under their
purview, without the burden associated
with duplicative regulatory oversight.
There is no evidence that States are less
concerned with ensuring safety and
quality than the Federal government,
especially where the health of their
citizens is at stake. We disagree that
States are less capable or less committed
to protecting patients and ensuring
quality anesthesia services than the
Federal government. The final rule
removes the “across the board” Federal
requirement for physician supervision
in every case of anesthesia
administration. At the same time, it
broadens overall flexibility by
permitting individuals and authorities
closer to patient care delivery to make
decisions about the best way to deliver
health care services.

Comment: Some commenters were
concerned that this change in regulatory
approach would grant the right to
practice medicine to individuals who
were not properly prepared to do so.
One commenter pointed out that we
were giving unsupervised privileges to
prescribe narcotics, paralytic agents,
and cardiac drugs to people who have
neither a medical license nor the
training and credentialing that is
associated with a medical license.

Response: States regulate
professionals who may prescribe
medicines as well as which medical
procedures may be performed under a
professional license through their
professional practice laws. Our
regulations do not determine
prescribing authority or grant medical
licenses, and this final rule does not
change the traditional purview under
which these professional scope-of-
practice issues have occurred in the
past. The final rule does not prohibit
physicians from practicing medicine,
nor does it allow nurse anesthetists to
practice beyond the scope of their
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practice or authority granted them by
- States, ... .

Comment: We received several
comments from both physicians and
nurse anesthetists in support of
allowing physicians, hospitals, and
surgical centers more responsibility for
the care they furnished. Some
commenters noted that the medical
staffs within institutions should
determine guidelines for supervision of
all health care personnel contributing to
the medical care of patients. Several
commenters recognized the value of
allowing hospital boards and medical
staffs to set the standards of care. These
commenters thought that relying on
greater accountability from doctors and
hospitals instead of Federal regulation
would lead to better care for patients.
Commenters noted that this rule would
allow hospitals to set standards different
from us, based on review and input
from physicians and other health
professionals. The American Hospital
Association (AHA) also supported this
rule change, stating “This new policy
ensures that only personnel trained in
administering anesthesia are allowed to
do so. This requirement balances
accountability with flexibility.”

Response: We agree that providers
have a shared responsibility, with us
and the States, to assure quality
standards of practice. We are pleased
that the hospital industry recognizes the
values of accountability and flexibility
in Federal regulation. Allowing States to
make determinations about health care
professional standards of practice, and
hospitals to make decisions regarding
the delivery of care, assures that those
closest to, and who know the most
about, the health care delivery system
are accountable for the outcomes of that
care.

Comment: Several commenters stated
that the administration of anesthesia has
never been exclusively the practice of
medicine. These commenters noted that
anesthesia administration is within the
scope of practice of nurses, physicians,
dentists, podiatrists, and other
professionals who have been properly
educated and credentialed in the field of
anesthesia. Since more surgical
procedures are moving out of the
hospital into clinic and office settings,
an institution needs the flexibility to
utilize the anesthesia professional of its
choice which best matches the needs of
the patient.

Response: Although this final rule
governs anesthesia administration in
hospital, CAH, and ASC settings only,
we agree with the need for flexibility in
other settings, especially as surgical
techniques, methods for administering

anesthesia and the availability of drugs
is improved.

~ " 'We believe that the range of patient

types, surgical procedures, new
technologies, and provider settings (for
example, hospital outpatient
departments, intensive care units, and
teaching hospitals) makes an across-the-
board Federal requirement overly
burdensome. Differences between a
healthy young patient undergoing minor
surgery in a hospital outpatient
department and a medically
compromised, elderly patient
undergoing major surgery in a large
teaching facility are so great thata single
Federal requirement is not applicable in
every situation.

Comiment: Several commenters
objected to our arguments that
eliminating CRNA supervision would,
“allow greater flexibility to hospitals
and practitioners” and would “give
deference to State scope-of-practice
laws”. These commenters believe that
our reasoning is weak, especially in the
absence of documentation that either of
these issues is a problem.

Response: We disagree with these
commenters. As previously noted, we
respect State control and oversight of
health care professionals by deference to
State licensing laws which regulate
professional practice. There is no reason
to consider physician supervision of
CRNAs a special case requiring a
national standard. Advances in
anesthesia and surgical techniques, the
availability and discovery of new drugs,
and the varying medical presentations
of patients make it less prudent to rely
on a single national standard requiring
physician supervision of CRNAs to be
applied in every situation. Doing so
risks losing the accountability of
practitioners, both to make clinical
decisions based on the needs of
patients, and to utilize resources
effectively. We believe States need
flexibility from Federal oversight of
those processes, such as professional
licensing, for which they are ultimately
accountable. In fact, it is at the State
level where much direct input by health
professionals into scope-of-practice and
licensing laws takes place.

Comment: One commenter asked
what rule would be operative in the
absence of any State law.

Response: The final rule allows only
a licensed practitioner permitted by the
State to administer anesthetics to do so.
Therefore, State health professional
practice laws, such as those covering
nurse and physician practice, as well as
hospital licensing requirements, would
be the hasis for determining which
health care professionals can administer
anesthesia in any given State.

Safety and Quality of Care
Comment: Many of the commenters

who wrote expressing conceri over ~
quality of anesthesia services referred to
published research to support their
point of view. For example, many
commenters who support the proposed
rule stated that evidence shows
anesthesia administered by CRNAs to be
as safe as that administered by
anesthesiologists. In contrast, we also
received comments from
anesthesiologists who noted positive
patient outcomes from anesthesia
administration to be related to the
presence of the anesthesiologist. The
articles most frequently cited by
commenters were three by Jeffrey Silber,
M.D. and colleagues (1992, 1995, 1997),
and another by J.P. Abenstein and M.A.
Warner {1996). Many commenters
claimed these studies concluded either
an anesthesiologist alone, or a CRNA in
“collaboration” with an '
anesthesiologist, had better patient
outcomes than a CRNA alone. Many
commenters contend, erroneously, the
recommendations from the Abenstein &
Warner article were adopted by the
Minnesota legislature (although it is not
clear to what recommendations the
commenters were referring). Many other
commenters urged us not to consider
the change made by this rule until there
is solid, scientifically defensible
outcome data to establish that
independent nurse anesthesia care is
just as safe as anesthesiologist care.

Response: The conclusions of the
commenters were not supported by
findings from the studies they cited, nor
do the studies conclude that States
provide inadequate oversight and thata
Federal standard is therefore necessary.
We reviewed available literature and
found the following major conclusions
(see appendix).

o All literature surveyed agreed that
the anesthesia-related death rate is
extremely low, and the administration
of anesthesia in the United States is safe
relative to surgical risk. In fact,
according to the 1999 Institute of
Medicine Report To Err Is Human,
“anesthesia mortality rates are about
one death per 200,000-300,000
anesthetics administered, compared
with two deaths per 10,000 anesthetics
administered in the early 1980s,” a 40-
to 60-fold improvement.

¢ There are no studies published
within the last 10 years that are specific
to the issue of the final rule, namely
provision of anesthesia care by CRNAs
practicing without physician
supervision. All of the studies we
reviewed had significant limitations.
Conclusions are limited by these
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studies’ failure to control adequately for

possible correlations among variables .

10A0 LUdavatiall

such as higher risk patients and hospital
characteristics {for example, size 'and
sophistication of medical technology) as
they would affect deaths attributable to
anesthesia.

o There is no evidence that there
would be adverse outcomes by relying
on States and hospitals to regulate the
appropriate supervision and scope of
practice of health professionals
administering anesthesia. Nor has there.
been any evidence that States do a poor
job in regulating and overseeing health
care professional practice or that States
are not capable of making decisions
regarding requirements for supervision
of one State-licensed independent

practitioner by another.

In the Silber studies, the authors did
not conclude that CRNAs may be
providing poor care that might more
likely lead to negative outcomes. The
1992 study did not address whether
there is an association between patient
outcomes and the type of professional
who furnished anesthesia. The
anesthesia variable used in the study
was not specific to the patient, rather it
was a variable at the hospital level (for
example, percent of anesthesiologists
who are board-certified). The anesthesia
variable might be a proxy indicator of
quality of the hospital: Thus, there
would be lower mortality in the higher
quality hospitals and if a complication
occurred the patient would more likely
be rescued.

~ Silber urges “that the limitations of
the project be recognized.” The
limitations include: There were
relatively few deaths, adverse outcomes
and failures, and relatively few patients
per hospital so the rates could only be
compared for groups of hospitals, not
specific facilities.

In a subsequent article to the one
summarized above, Silber and
colleagues {1995) found that “most of
the predictable variation in outcome
rates among hospitals appears to be
predicted by differing patient
characteristics rather than by differing
hospital characteristics, that is, by who
is treated rather than by the resources
available for treatment.” The authors
found higher proportions of board-
certified anesthesiologists to be
associated with lower death and failure
rates, but also with higher adverse
occurrence rates. The study did not
address the relationship between the
patient outcomes and the type of
professional who furnished the
anesthesia care. The study did not
address the issue of provision of
anesthesia care by CRNAs supervised
and not supervised by physicians. The

article presents no information that

_States are not capable of making

decisions regarding requirements for
supervision of one State-licensed
independent practitioner by another.
Silber and his colleagues (1997) have
also conducted methodological studies
that compare the usefulness of three
outcome measures, mortality,
complication and failure-to-rescue rates.
They concluded that for the general
surgical procedures studied, the
complication rate is poorly correlated
with the death and failure rate. The
authors suggest that great caution be
taken when using complication rates
and that they should not be used in
isolation when assessing hospital
quality of care. The study did not
address the relationship between the
patient outcomes and the type of
professional who furnished the
anesthesia care. Nor did the study
address the issue of provision of
anesthesia care by CRNAs supervised
and not supervised by physicians, the
issue in the rule. The article presents no
information that States are not capable
of making decisions regarding
requirements for supervision of one
State-licensed independent practitioner
by ancther.

We have also reviewed a more
recently published article by Dr. Silber
(July 2000) and colleagues from the
University of Pennsylvania. This article
also is not relevant to the policy
determination at hand because it did not
study CRNA practice with and without
physician supervision, again the issue of
this rule. Moreover, it does not present
evidence of any inadequacy of State
oversight of health professional practice
laws, and does not provide sound and
compelling evidence to maintain the
current Federal preemption of State law.

Even on its own terms, the study has
the following methodological
shortcomings:

» The study used a non-experimental
research design and only examined
claims data, instead of reviewing
medical records or observing actual
care. Even though the researchers
statistically controlled for 106 proxy
indicators of care, without a stronger
research design, they can only make a
weak conclusion about an ‘““association”
between a variable and an outcome.

¢ The study did not control for the
cause of death, Cases where a patient
died from an anesthesia related cause,
the surgery itself, an unrelated medical
error, or an unknown medical condition
are all considered, regardless of the
cause of death. Not having data on
deaths actually attributed to anesthesia
is problematic since the mortality data
used covers any death occurring within

30 days of a hospital admission. Events
occurring 30 days from admission
cannot be attributed to the anesthesia
care alone. While the researchers argue
that “delayed” death (that is, within 30
days of admission)} is the appropriate
measure of mortality for anesthesia care,
the study does not produce causal
evidence for such a theory. Ata
minimum, the researchers could have
presented results for mortality measured
for shorter periods of time such as
within 72 hours of admission which
may or may not have shown different
outcomes for short-term and delayed
deaths.

¢ Both the study and comparison
groups included cases where physicians
supervised CRNAs and personally
furnished anesthesia. (The study group
also included cases where
anesthesiologists medically directed
residents). The purpose of the study was
to examine differences when an
anesthesiologist versus a non-
anesthesiologist physician is involved
in the case. One cannot use this analysis
to make conclusions about CRNA
performance with or without physician
supervision.

e The study used data where
anesthesia was furnished by unknown
suppliers (incorrectly referred to in the
article as “unknown providers”) either
personally providing care or supervising
CRNAs. Because a supplier is not a
physician there are likely to be data
coding errors which could contaminate
and bias the results.

Even if the methodological
shortcomings were fixed, because the
study did not address the issue in the
final rule, it is inappropriate to impute
results from this study to the issue in
this final rule, the provision of care by
CRNAs supervised and not supervised
by physicians.

Even if the recent Silber study did not
have methodological problems, we
disagree with its apparent policy
conclusion that an anesthesiologist
should be involved in every case, either
personally performing anesthesia or
providing medical direction of CRNAs.
Such a policy is much more restrictive
than current Medicare policy because it
would prohibit non-anesthesiologist
physicians to supervise CRNAs. This
would make it difficult to perform
surgeries in many small and rural
hospitals because anesthesiologists
generally do not practice in these
hospitals.

Finally, even if we were to consider
that the Silber article should guide our
policy, we note, that due to the
difference between relative risk and
absolute risk, the reported size-effect is
too small to cause us to change our
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decision. The Silber article reported an
odds ratio for death of 1.08
corresponding to 2.5 excess deaths per
1000 cases (relative risk). However, due
to the lack of medical record review in
this study these excess deaths cannot be
solely attributed to anesthesia care and
thus is not the absolute risk. For
example, if we accept the IOM review
of the literature of 33.3--50 anesthesia
related deaths per 10 million (i.e., one
per 200,000-300,000) then the absolute
risk of excess deaths would be in the
range of 2.7-4.0 per 10 million (.08
times range of 33.3-50). This size of
absolute risk must be balanced against
the risk of death due to lack of timely
access to anesthesia services because of
a federal imposition of a supervision
requirement. At a minimum States are
certainly capable of balancing the risks
of lack of supervision versus the
shortage of anesthesiologists given the
supply of anesthesiologists in each of
their respective States.

The Abenstein & Warner (1996) paper
describes a number of aspects of
anesthesia care and reviews studies in
several areas. The paper notes that there
has been a dramatic improvement in
anesthetic deaths in the last 15 years:
“Since 1979, five studies have
documented a remarkably abrupt
decrease in anesthetic-related death
rates, morbidity, and risk of
perioperative deaths.” The paper
concludes that: For many patients, it is
now as safe to be anesthetized as to be
a passenger in an automobile.”

“The paper notes that “identifying the
cause for the improvement in anesthetic
outcome is as problematic as
determining the cause of perioperative
death.” The paper indicates that “*huge
numbers of surgical patients (that is,
>1,000,000) must be enrolled in studies
to provide the statistical power needed
to determine whether there are
associations between perioperative
disability or death and various
anesthetic techniques, technologies, and
practice models.” The paper notes that
studies of this size are expensive. None
of the studies reviewed meet this
standard.

The paper reviewed two studies that
compared mortality for anesthesia care
furnished by anesthesiologists, and
anesthesia care team and nurse
anesthetist supervised by a physician.
Neither meets the criteria for an
adequate study identified in the paper.
As the authors note, the first study did
not provide statistical analysis of the
data. The second study used data now
25 years old and found no statistically
significant difference between the
groups. Neither study examined the
provision of anesthesia furnished

independently by CRNAs, the issue of
this rule.

The paper suggested a number of
reasons for improved anesthesia care
including “new and improved patient
monitoring techniques.” The paper also
notes that the “decline in adverse
outcomes occurred at the same time that
the number of American trained-
physicians entering and graduating from
anesthesiology residency programs more

_than doubled (1975-1985).” The paper

suggests that “the increase in the
number of physicians engaged in the
practice of anesthesiology is primarily
responsible for the dramatic
improvement in perioperative
outcomes.” However, the paper also
notes that during roughly the same
period of time, 19701985, the number
of active nurse anesthetists doubled.

On the basis of studies which are
flawed methodologically, which do not
prove causality, and which do not meet
the authors’ own criteria for rigorous
study, the authors nevertheless
conclude that “the presence of board-
certified anesthesiologists has been
associated with the decline in death and
disability commonly attributed to
adverse perioperative events.” The
authors’ conclusion is not substantiated
by their own review and analysis of the
literature. Finally, the paper presents no
information regarding the issue in the
rule or that States are not capable of
making decisions regarding
requirements for supervision of one
State-licensed independent practitioner
by another,

As part of the decision to finalize the
rule, we considered the feasibility of
conducting a study comparing the
mortality and adverse outcomes of
Medicare patients for anesthesia care
furnished by CRNAs with and without
physician supervision. However, we
concluded that it was not feasible to
conduct such a retrospective study. Not
only would the low overall anesthesia
mortality make it difficult to develop a
sufficient sample, but because of the
current Medicare rule, there are no cases
where CRNAs practice without
supervision and thus there would be no
data for the key comparison. We also
considered the feasibility of conducting
a study using data from non-Medicare
patients. However, because Medicare’s
current hospital conditions of
participation apply to all patients, here
too there would be no data for the key
comparison. Finally, we do not believe
that it would be wise to conduct a
prospective demonstration which would
waive State law and prospectively
randomly assign patients to study and
control groups because it would remove

patient choice of anesthesia
professional.

Comment: Several commenters felt
strongly that anesthesia should be
considered a high-tisk procedure where
mistakes are measured in terms of death
and injury. These commenters believe
that millions of patients will be at a
higher risk for injury without the
supervision of board certified
anesthesiologists. One commenter noted
that without the requirement, no trained
physician would be available to respond
to any emergency during a case where
a CRNA was practicing independently.

Response: If we were to require board
certification for anesthesiologists as a
hospital CoP it would be a stricter
requirement than currently exists for the
practice of any other medical specialty
subject to our CoPs. Hospitals have been
providing anesthesia care without a
Federal requirement for board certified
anesthesiologists since the inception of
the Medicare program. This rule does
not change the requirement that
hospitals must have physicians
available at all times and that all
Medicare patients are under the care of
a physician as defined in section 1861(r)
of the Act. Therefore, the patient’s
medical and/or surgical care continues
to be the responsibility of his or her
assigned physician.

Comment: Several commenters
wanted to know what had changed
since a 1992 HCFA comment that, “In
view of the lack of definitive clinical
studies on this issue, and in
consideration of the risks associated
with anesthesia procedures, we believe
it would not be appropriate to allow
anesthesia administration by a
nonphysician anesthetist unless under
supervision by either an
anesthesiologist or the operating
practitioner.”

Response: As discussed above, there
are no definitive studies one way or the
other which address this question. The
studies we discussed in our 1992 final
rule on fee schedules for CRNAs (57 FR
33878, July 31, 1992) have limitations,
as does the literature since 1992.
Moreover, there is no evidence that an
across-the-board physician supervision
requirement for CRNAs leads to better
outcomes or that there will be adverse
outcomes by relying on State licensure
laws instead. What has changed since
1992 is our view that it is unnecessary
to continue a special Federal
preemption of State licensing laws
regulating professional practice for
CRNAs.

The 1999 IOM Report cites a drop in
anesthesia mortality rates from two
deaths per 10,000 anesthetics
administered in the early 1980’s to
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about one death per 200,000 to 300,000
anesthetics administered today. Chassin
(1998) identifies several studies which
note this improvement is a result of “‘a
variety of mechanisms, including
improved monitoring techniques, the
development and widespread adoption
of practice guidelines and other
systematic approaches to reducing
error.” This is an impressive
improvement and confirms the
soundness of the approach taken in this
final hospital CoP, which broadens the
flexibility for States and providers, who
are much closer to the realities of
patient care, to make decisions about
the best way to improve standards and
implement best practices.

Comment: Several commenters stated
that quality of care should be an
important consideration in determining
the need for physician supervision.
Some commenters noted an association
between improved anesthesia outcomes
and increased numbers of
anesthesiologists practicing. Many
commenters noted that some CRNAs
could function independently, but that
others lack the judgement and
knowledge to safely provide anesthesia
without supervision. Further,
commenters point out that CRNAs are
more than capable of administering
anesthesia on a healthy adult; however,
when a patient’s health is poor, an
anesthesiologist should be involved in
the care. Some nurse anesthetists report
concern with their ability to deal with
anesthetic complications without the
availability of an anesthesiologist.

Response: Our decision to change the
Federal requirement for supervision of
CRNAs applicable in all situations is
because, as stated in the preamble of the
proposed rule, we are committed to
changing current regulations that focus
largely on procedural requirements,
such as the Federal regulation
mandating physician supervision of
CRNAs. These comments make clear
there are a range of factors to be
considered (for example, patient types,
surgical procedures, technology, and
provider settings). Differences between a
healthy young patient undergoing minor
surgery in a hospital outpatient
department and a medically
compromised, elderly patient
undergoing major surgery in a large
teaching facility are so great that a single
Federal requirement applicable in every
situation is not sensible.

Comment: One commenter noted that
the practice of anesthesiology extends
beyond the operating room to the
Intensive Care Unit (ICU), pain
management, and other medical
consultation. The commenter believes
that the removal of the medical

supervision requirement risks removing
the anesthesiologist from the practice of
anesthesia.

Response: The change in the
physician supervision requirement for
CRNAs does not affect the
anesthesiologist’s ability to provide
services outside the operating room.

Comiment: A few commenters told us
they believed it was the Federal
government’s responsibility to set safety
standards for the nation and this rule
evades that responsibility. One
commenter agreed that CRNAs have a
good safety record, but emphasized that
they have been under the direct
supervision of the anesthesiologist. He
believed that eliminating the
supervision requirement would cause
these positive patient outcomes to occur
less frequently. Other commenters
agreed that physicians absalutely need
to be involved for the practice of
medicine to be safe, and this regulation
change is in direct violation of this
principle. Some commenters noted that
the practice of safe anesthesia
administration is largely due to better
monitoring techniques, technology,
improved drugs, and not to greater
supervision by a physician. One
commenter stated that in combination
with improved drugs and techniques,
CRNAs will bring greater access to
anesthesia services in situations and
areas where they are currently limited
in their practice because of the
physician supervision requirement, thus
allowing such delivery of medical
services that improve patient health and
safety, and provide services to a greater
number of people.

Response: We are acutely aware that
ensuring patient safety and high quality
patient outcomes are the principal
considerations in regulating providers.
There is no indication that physician
supervision of a CRNA affects such
outcomes. It is for this reason that we
are moving away from a focus on
physician supervision, where there is no
evidence or data linking this structural
requirement to patient outcomes. As
previously noted, changing the
supervision requirement does not
obviate the requirement that every
Medicare patient admitted to the
hospital be under the care of a physician
or doctor of osteopathy. This
requirement remains an important
component in the hospital CoPs. Even
under the current regulation CRNAs are
not required to be under the supervision
of an anesthesiologist; the operating
physician can meet the rule’s
supervision requirement. This rule does
not prohibit anesthesiologist
supervision or administration; it simply

leaves the decision up to State law or
hospital policy. |

Tﬁis rule recognizes the significant
improvement in the safety of anesthesia
administration made by improved
technology and implementation of
practice guidelines. As in other areas of
health care, new drugs and
pharmaceuticals have contributed to
improved patient outcomes as well.
This underscores the findings in our
review of the literature that multiple

. variables, some interacting in

combination with each other, contribute
to anesthesia-related patient outcomes,

Comment: We received several
comments from beneficiaries who had
received anesthesia care from a CRNA
and felt comfortable with the service
that was provided. They describe their
anesthesia experiences as
compassionate and thorough, including
quality service and attention from these
professionals. Many felt their care was
excellent. Another commenter noted
nurse anesthetists take time to be
compassionate and attentive to fears,
approaching anesthesia care holistically.

We also received comments from
beneficiaries who felt that their care was
being compromised for economic
reasons by not requiring a doctor to be
in charge of their anesthesia. Many
reported increased fears during a time
when they are most vulnerable, without
the guarantee that a doctor will be in
charge of their anesthesia care. Many
reported that, as senior citizens, they
faced more complicated medical and
surgical procedures than younger
patients and therefore that hospitals
should be required to have a doctor in
charge of administering their anesthesia.

Response: Patient experiences can be
influenced not only by the anesthetist,
but the surgeon, the type of procedure,
the emergency nature of the procedure,
and other factors. We also believe that
many Medicare beneficiaries have been
receiving anesthesia from CRNAs
without being specifically aware of the
credentials of the administering
professional. We agree that a patient’s
perception of the safety and concern
demonstrated by medical personnel is
important but there is no evidence
linking safety or better patient outcomes
to the Federal requirement for physician
supervision.

The change made by this rule is not
specific to the patient’s status as a
Medicare beneficiary but to the
participation of the provider in the
Medicare program. The increased
flexibility gained by this rule will allow
hospitals and doctors to make decisions,
pursuant to State law, about what is best
for patients, reinforcing the primacy of
the doctor-patient relationship.
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Professional Education and Training
Comment: Several commenters noted
the differences in training and
education between a CRNA and an
anesthesiologist. These differences were
considered significant by
anesthesiologists, who believe that
anesthesia administration is the practice
of medicine and should only be
performed by physicians. Physician
commenters pointed out that
anesthesiologists receive in-depth
training in physiology, pharmacology,
diagnosis, treatment and independent
management of patient care. In addition,
because they are physicians and have
received medical training,
anesthesiologists assess a patient’s
medical condition, as well as plan and
administer the anesthetic. One
physician stated “nurse anesthetists are
trained to assist anesthesiologists; they
are not physicians and are not trained
in medical diagnosis and therapy. The
lack of medical background prevents the
CRNA from being able to diagnose and
treat the unexpected, and often serious,
reactions that can accompany anesthesia
in even the simplest of cases. CRNAs
should be considered valued extenders
of care but not as substitutes for the
expertise of an anesthesiologist.” Other
commenters stated that nurses are
trained to follow orders and medical
protocols, and are not trained to
diagnose and treat. Several
anesthesiologists, who had been nurse
anesthetists, wrote describing that not
until they had medical school training
did they understand the full impact of
the differences between the education
preparing them as nurse anesthetists
versus their preparation to practice as
anesthesiologists. One commenter stated
he believed the regulation should be
based on demonstrated formal
education. Another physician
commenter stated he believed CRNAs
were well educated and trained and had
good records of performance, but that
this was due to their collaboration with
doctors, and not their independent
management of medical situations.
Some commenters stated,
inaccurately, that the postgraduate
training of nurse anesthetists is unique
in that, after a minimum of a bachelors
degree in nursing, the nurse anesthetist
student is required to have at least two
years of practical experience in a critical
care setting before advanced formal
education in anesthetic administration.
They stated that this advanced training
prepares the nurse anesthetist to
provide the full range of anesthesia
services, independently. Several
commenters noted that nurse
anesthetists must be board certified by

successfully completing the National
Certification Examination. Other
commeuters felt that the knowledge and
expertise in nurse anesthesia care is
equivalent to the preparation provided
physicians. Some commenters reminded
us that the Federal supervision
requirement has been the only obstacle
to independent practice, and that
otherwise nurse anesthetists are
licensed and trained to practice
independently. One CRNA stated he did
not agree with the contention that
educational differences between CRNAs
and anesthesiologists are sufficient
reasons to place practice restrictions on
CRNAs.

Response: Education and training
requirements for CRNAs vary among the
States. Decisions about appropriate and
necessary education and training for
health professionals are made by States
and educational institutions in
compliance with education
accreditation standards. Professional
schools, both medical and nursing, are
accredited by educational organizations
with specific standards for curriculum
content. Evidence of graduation from an
accredited school is part of a State’s
licensing and certification requirements,
independent of Federal regulation.
Anesthesia administration by nurse
anesthetists has a long history in this
country, including a level of
independent practice in Department of
Defense hospitals. We cannot agree that
anesthesia administration is the practice
of medicine and therefore can only be
done after medical school training.
Moreover, the rule does not allow any
provider to practice outside the
parameters of his or her professional
license.

We also believe that this rule is
consistent with both sides of this
argument as reflected in the comments.
The added flexibility and shared
responsibility allows each health
professional to practice within his/her
licensed scope of practice without an
across-the-board Federal requirement
limiting any collaborative, team or
independent practice.

Comment: Additional commenters
claimed significant variation among
program requirements in nurse
anesthetist training. Some of these
commenters cited an article from the
June 1996 Journal of the American
Association of Nurse Anesthetists,
identifying that more than one-third (37
percent) of nurse anesthetists do not
have bachelor’s degrees, less than a
quarter (22 percent) have a master’s
degree, and less than 1 percent have a
Ph.D. In comparison, the writers note,
all anesthesiologists have an
undergraduate degree, 4 years of

‘medical school and specialty training in

anesthesiology. -

Response: We recognize that
education and trdining requirements
vary among the States. As previously
noted, States are well skilled at deciding
requirements related to health care
professional licensing. Our change in
the hospital rule deferring to State
oversight is not an endorsement of one
health professional over another. It is
not a rule that defines medical or

' nursing standards of practice or

educational preparation. The rule
merely allows the authority (that is,
States) whose traditional role it is to
make such determinations (for example,
which health care professional is
trained to provide which health care
services) to do so in the case of
anesthesia administration,

Comment: There was some concern
expressed that eliminating the Federal
requirement for supervision would
result in decreased physician
involvement in the training of CRNAs.
One commenter speculated that this
provision would reduce the incentive
for a physician to specialize in
anesthesiology and physician-
administered anesthesia would soon
vanish.

Response: We disagree that
eliminating the Federal supervision
requirement will necessarily lead to
physicians making decisions about
practice specialties, other than
anesthesiology. This rule change is not
a judgment about the value or
contribution of one health professional
or another. We believe that with greater
staffing flexibility, opportunities for
collaboration between physicians and
nurse anesthetists will increase based
on individual patient needs, hospital
characteristics, and an increasing ability
to implement best practice protocols.

Comment: A few commenters thought
that eliminating supervision by the
anesthesiologist will lirnit the choice of
anesthesia modalities and deprive
patients of an appropriate anesthesia
plan. These commenters stated that
CRNAs are not trained in various types
of nerve blocks and/or the use of certain
devices. These additional skills are
necessary to care for critically ill
patients.

Response: This change in regulatory
approach does not permit any licensed
independent health care provider to
practice beyond his or her licensed
scope of practice. While we
acknowledge there will continue to be
medical interventions or treatments that
fall under the practice authority of a
medical licensee, these determinations
are not, and never have been, made by
Federal regulation, but by States, with
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input from, and consultation with,

_ licensed health professionals. Typically
these decisions on practice issues fall to
provider credentialing, licensing or
certification authorities. All areas of
health care are constantly faced with
implementing new technologies,
procedures, drugs, biologicals, or
devices. As these new techniques
become available we believe it is the
responsibility of States, hospitals, and
professional organizations to implement
standards for training and assuring
practice competency. In addition, we
have no evidence to indicate that
eliminating the Federal supervision
requirement for CRNAs will limit the
choice of anesthetic modalities or
deprive patients of appropriate
anesthesia plans.

Comment: There were a few
comments stating that the evolution of
non-physician practitioners is
expanding through the use of well-
trained and very capable professionals.
Advanced practice nurses represent part
of the movement to broaden access,
increase efficiency and maintain health
care quality. One commenter applauded
our efforts to eliminate restrictions
preventing full utilization of these
highly trained and qualified health
professionals.

Others wrote in with concerns that
this rule was opening the door to
allowing other independent health
professionals to engage in unsupervised
practice in hospitals and through other
providers regulated by us. Some of these
commenters pointed to increasing
activity at the State level to expand
scope-of-practice laws for
nonphysicians. Examples, such as
psychologists seeking prescribing
authority and complementary and
alternative medicine practitioners
lobbying to expand their professional
practice rights, have been used to argue
that lesser-trained professionals are
attempting to practice medicine without
the appropriate training or supervision.
They point out that these are more
examples of loosening regulatory
safeguards over the practice of medicine
and patient care.

Response: States have an excellent
track record of protecting patient health
through their own regulations. We
respect State control and oversight of
health professionals by deferring to
State licensing laws to regulate
professional practice. We have
determined that there is no need for
continuing Federal preemption of State
laws by maintaining a requirement for
physician supervision of CRNAs as a
special case. There is no evidence that
States are any less concerned with
ensuring safety and quality than the

Federal government, especially when it
comes %0 the health and safety of their
citizens. In fact, our evidence-based,
outcome-oriented standards establish a
shared commitment between us, the
States, and Medicare providers to
ensure safe, quality anesthesia
administration. States have a good track
record in determining best practices. In
fact, it is at the State level where most
direct input by health professionals into
scope-of-practice licensing laws takes
place.

Additionally, we believe that
independently licensed health
professionals have served a valuable
role in expanding access to, and
maintaining quality in, many health
services. The change in the Federal
requirement for physician supervision is
not an endorsement of any health
profession, model of care delivery, or
promotion of a specific standard of care.
It is a change in approach to regulatory
oversight that recognizes the worth of
State control in meeting regional/local
needs.

Operating Surgeon Providing Physician
Oversight

Previous regulation required
physician supervision by either an
anesthesiologist or the operating
surgeon. We received many comments
from surgeons asking about the
surgeon’s liability as well as questions
about who would be considered in
charge of the patient’s care.

Comment: One surgeon noted that he
is dependent on the anesthesiologist as
a consultant to provide care and
recommendations concerning his
patient. Other surgeons did not want
responsibility for the anesthesia care of
their patients when they were not
trained in anesthesia. One commenter
stated “‘surgical residency programs
have intensified training in surgical
technical skills, and decreased emphasis
on anesthesiology training, leaving such
matters to the consultant in
Anesthesiology. As a result, [the
surgeon’s] ability to supervise the CRNA
has declined.” This commenter asserted
this should encourage us to require
CRNA supervision by an
anesthesiologist only. One
anesthesiologist asked whether he
would be responsible for anesthesia
management done prior to his
consultation.

Response: This final rule does not
require supervision, direction, or
oversight of any independently licensed
practitioner administering anesthesia by
the operating surgeon. The surgeon
would still be able to involve an
anesthesiologist as a consultant or in
any other capacity. This rule does

nothing to restrict that relationship.
CRNAs, as well as anesthesiologists, are
accountable for their own-practices, the
care they deliver, patient outcomes, as
well as insurance liability coverage.

Comment: A few commenters stated
there will be increasing pressure on
surgeons, from hospitals, CAHs, and
ASCs, to eliminate the anesthesiologist.
Another commenter wrote that he
believes if we allowed this change, it
would not be long before private
insurers would refuse to pay physicians
no matter how sick the patient or
complex the procedure.

Response: This rule governs
participation requirements for hospitals,
CAH, and ASCs participating in the
Medicare program. It does not eliminate,
restrict, or in any way limit the practice
of any practitioner. In addition, an
insurance company cannot establish
health professional practice rules that
are in conflict with State licensing laws.

Comment: We received several
comments asserting the physician
supervision requirement was
responsible for surgeons choosing not to
practice in some settings because they
do not want the liability associated with
the supervision responsibility. One
commenter noted that one possible
result of lifting the Federal supervision
requirement is that more surgeons may
be willing to practice in geographical
areas they previously would have
avoided partially because they did not
want to be responsible for supervising
the CRNA. Some believed the rule
change will alleviate fears of surgeons
who were concerned about taking on
increased legal liability. Others noted
that removing the supervision
requirement afforded greater flexibility
for surgeons and hospitals to choose
their anesthesia providers without fear
of increased liability.

Response: The ru{e makes no legal
change in the scope of malpractice
liability, traditionally a State issue. Our
rule, permitting any State licensed
health professional permitted by the
State to administer anesthesia would
not definitively affect any provider or
professional the same way in all States.
Because both scope-of-practice and
malpractice liability differs from state to
state, as a general matter, any
professional who has contact with the
patient could conceivably be held liable
for personal injury, depending on the
facts and circumstances of the case and
on the State’s laws. This issue is not the
subject of this rulemaking.

Rural Issues

Comment: We had many comments
on this provision relative to the practice
of nurse anesthetists in rural areas. Even
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__many physicians supported the changed
supervision requirement in rural areas
where access to anesthesiologists is
limited. Some comments from surgeons
practicing in small communities noted
they have worked solely with CRNAs
for all procedures, and they never feit
they had a need for any additional
supervision, regardless of the medical
situation. They further point out that
without nurse anesthetists willing to
practice in medically underserved areas,
no one would be available to administer
anesthesia.

However, other physician
commenters noted that under current
regulation, even without a supervising
anesthesiologist, the operating surgeon
provides supervision to the nurse
anesthetist. One commenter noted, “the
administration of anesthetics by nurse
anesthetists in rural communities of this
country is a condition of necessity, not
design, since these areas are generally
underserved by physicians.” The
commenter disagrees with proposing a
national standard based on these
criteria.

Response: The intent of this rule is
not to limit or prohibit any anesthesia
care model. We are changing a thirty
year old policy to more accurately
reflect demands of current practice,
variations in hospital, CAH or ASC,
patient characteristics, resource
management, technology, and ever-
increasing medical knowledge. We
concur with the experience of the
commenters who state that nurse
anesthetists have increased access to
anesthesia care, and thereby, access to
medical and surgical procedures that
would likely be unavailable if not for a
practitioner qualified to administer
anesthesia. We disagree, however, that
the new rule, by itself, will guarantee an
adequate supply of CRNAs in rural
settings. A patient population’s medical
or surgical needs; hospital, CAH, or ASC
characteristics; State practice laws, etc.
are all factors contributing to decisions
of CRNAs about where to practice.
These variables exist in rural as well as
other geographic areas.

Comment: A few commenters
believed we were erroneous in our
assumption that allowing independent
practice of CRNAs would increase
access to needed medical procedures in
rural areas. One commenter asserted we
were wrong in our assumption that
there is a problem of access to care in
rural areas. CRNA commenters noted
that CRNAs administer anesthesia
unsupervised by an anesthesiologist in
approximately 70 percent of rural
hospitals within the United States,
providing a full range of anesthetic

_services (for example, surgical,

obstetrical, and trauma stabilization).

Response: Without CRNA availability
in certain areas there would be limits on
the types of surgical interventions or
procedures that could be performed in
those areas, because no anesthesia
professionals other than CRNAs would
be available. ‘

Comment: Several people asked that
we create a rural carve-out for CRNA
independent practice. Some of these
commenters agreed with keeping the
requirement for operating physician
supervision, while others supported full
independent practice. Still others, even
though in agreement with a rural carve-
out, wanted us to create a requirement
for supervision by an anesthesiologist
wherever there were no shortages of this
physician specialty. Additionally, these
commenters wanted assurance that
patient care outcomes would continue
to be monitored so that all patients
would be receiving the care they
deserve.

Response: The purpose of the change
in the requirement is not simply to
respond to the needs of physician
shortage areas. We gave full
consideration to this option but decided
that the importance of increased
flexibility, decreased burden, and
broadened implementation of best
practice protocols were important for
hospitals in all geographic settings. We
believe there is no reason for an across-
the-board Federal requirement that
could potentially limit development of
new practice models of anesthesia
delivery, or interfere with progress in
promoting practices that improve
patient cutcomes.

There are additional mechanisms in
place to support monitoring of patient
outcomes. There are other hospital
standards and oversight activities that
address how care is delivered and
identify mechanisms hospitals must
have in place to assure patients receive
safe, quality care.

Comment: One commenter stated that
by expanding CRNA independent
practice outside of rural areas, increased
competition would occur with
anesthesiologists for jobs in better
served areas and would result in CRNAs
choosing not to locate in less desirable
and under-served areas. This
commenter supported a rural carve-out
for fear that without such a carve-out,
these underserved areas would again
experience access problems. Another
commenter mistakenly believed that
requiring physician supervision would
result in CRNAs working without
payment, leading small community
operating rooms to close.

Response: CRNAs are paid under the
CRNA fee schedule. The CRNA may
furnish the service under the “medical
direction” of a physician, usually the
anesthesiologist, or the CRNA may
furnish the entire anesthesia service
without medical direction, while still
under the supervision of the operating
surgeon. Payment rules for CRNAs, as
well as for physician anesthesiologists,
do not change as a result of this rule.

This issue of health professional
shortage has always been present but
there is no way to predict that this will
be a definite outcome of the rule change.
The Congress, the Department of Health
and Human Services, and the States
continue to address the issue of health
professional shortages through a variety
of mechanisms, including increasing
educational grants and loans for those
who choose to practice in designated
critical shortage areas. ‘

Pre- and Post-Anesthesia Evaluations

Comment: Several writers cited the
importance of the pre-anesthesia
evaluation as critical to prevention of
complication during and after a
procedure. Many of these commenters
felt that only a physician with detailed
knowledge of medicine has the ability to
make a reasoned, informed judgment
about the medical state of a patient.
Other commenters noted that in
addition to the pre-anesthetic
evaluation, all peri-operative assessment
and care requires physician oversight.
One commenter pointed out that
anesthesia complications might be a
result of several factors, including
inadequate pre-anesthetic preparation,
severity of concurrent disease,
inappropriate monitoring and lack of
post-anesthetic follow-up care. Another
commenter stated this process is more
accurately described as “pre-procedure
assessment’’, indicating the importance
of thorough consideration of the
patient’s medical needs.

Response: We agree with commenters
that a variety of factors and contributing
variables influence surgical and
anesthesia outcomes. Our literature
review and analyses of comments
confirms our conclusion that
interactions among and between these
variables are difficult to isolate in terms
of their individual effects on outcomes.
Education and training programs for
CRNAs include pre- and post-anesthesia
care. Pre- and post-anesthesia
assessment and monitoring are scope-of-
practice issues determined by each State
as it considers education and training
requirements for professional licensing.

We are sensitive to the debate
between physician anesthesiologists and
nurse anesthetists regarding what
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constitutes the practice of medicine
with regard to anesthesia
administration. States have handled
these issues through laws and health
professional practice acts. Questions of
who is properly trained to do a pre-
anesthesia evaluation, care for a patient
in recovery, order pain medication, or
perform a procedure that results in
conscious sedation of a patient, have all
faced States when they adopted
professional licensing laws. This rule
change does not prohibit collaboration
between medical professionals
including surgeons, nurse anesthetists,
and/or anesthesiologists in the total care
and treatment of any patient in the
hospital. As expanded scope-of-practice
issues are debated at the State level, we
expect continued involvement by
medical and health professionals to
ensure best practices and protocols are
incorporated in final decisions about
which professionals meet the required
training and education to perform any
particular service.

Collaboration and Anesthesia Team
Approach

Comment: Several commenters
explained that this rule would not
significantly change the manner in
which CRNAs currently work. One
commenter noted that “anesthesia
always has been and always will be
given only as an adjunct to a surgical or
diagnostic procedure. Collaboration
must occur with the primary physician
no matter if the anesthesia is provided
by a physician anesthesiologist or a
nurse anesthetist.” Other commenters
reaffirmed this by pointing out that
collaboration is intrinsic to the practice
of anesthesia administration, and
therefore an explicit requirement of
supervision is at best unnecessary.
Others brought to our attention that
State laws that require supervision vary
in their definitions and in many cases
define supervision as collaboration
rather than direction.

Several anesthesiologists commented
in support of the collaborative, team
approach to anesthesia delivery.
Commenters stressed the valuable and
knowledgeable assets CRNAs are to the
anesthesia team. These commenters
expressed some concern that the rule
will destroy the longstanding concept of
the anesthesia care team, making it less
likely hospitals will take advantage of
the skills of the nurse anesthetist and
the medical training of the
anesthesiologist.

Response: As we have said, this rule
makes no judgment in support of one
model of care over another. In addition,
the rule does not prohibit collaboration
or teamwork during anesthesia

administration. We believe the rule will
promote best practices and encourage
professional collaboration, in an effort
to improve anesthesia care delivery and
patient cutcomes. We are pleased with
the comments in recognition of the
valuable contribution made by both
professionals to the care of patients
during anesthesia administration.

Comment: One commenter wrote that
in most settings patient care is a team
effort, and the current supervision
requirement encourages polarization
rather than collaboration. This
commenter noted that when CRNAs
have problems or questions about
patient care they seek consultation with
colleagues. Other commenters stated
that the removal of the requirement
provides surgeons, medical physicians,
and others who perform diagnostic or
surgical procedures freedom to
collaborate or choose the anesthesia
provider best suited to the procedure
and the patient’s needs. Additionally,
many who supported the change in the
rule believe that only a few CRNAs in
certain circumstances would want to
practice without supervision. They felt
that both nurses and anesthesiologists
preferred a team model of practice.

Two commenters stated that dentists,
some physicians, and podiatrists work
in settings where collaboration with an
independent nurse anesthetist better
suits the needs of the patient. They
particularly noted the practice by nurse
anesthetists of staying with patients for
the entire duration of the procedure and
through discharge from surgery as being
helpful.

Similarly, we had several physicians
state that the average healthy person can
be safely managed by a CRNA. However,
they contend a person with multiple
medical problems or those undergoing
complex or high-risk surgery should
have a physician evaluation and
medical direction during his or her care.
The commenters believed that with this
type of distinction in care, both parties
would work together to deliver high
quality anesthesia.

Response: One of the limits to
requiring an overarching, across the
board Federal requirement for
supervision is the problem it creates for
providers to tailor care to the needs of
patients. These comments reaffirm what
we have previously noted about the
wide variability in patient presentations
(for example, medical factors, type and
nature of procedure, age, health, etc.)
and how these variables influence
clinical decisions about anesthesia
administration. This rule change
removes these unnecessary restrictions.

Cost to the Medicare Progrmﬁ 7

Comment: We'received many
comments on the financial motivations
of various types of professionals for
taking a position on one side of this
issue or another. Many of the 20,000
comments accused one professional
group or another of lacking concern for
safety or adding additional burden to
the health care delivery system for the
sole purpose of financial gain or

. practice monopoly. We also received

comments asserting that our motivation
was to save money payable through the
Medicare and Medicaid programs at the
cost of quality anesthesia services.
Those who support the change note that
it removes a financial disincentive to
use nurse anesthetists by no longer
requiring payment to two professionals.
They feel nurse anesthetist will be more
efficient and expand a hospital’s ability
to provide services to more patients.

Many nurse anesthetists report having
full responsibility for administering an
anesthetic and caring for a patient while
the anesthesiologist is somewhere else
in the surgical area having no
interaction with the patient. They note
CRNAs are able to provide the same
quality service at a lower cost, without
the additional fee to an anesthesiologist
for providing supervision. One
commenter expressed support for the
change as one that will greatly facilitate
the use of cost-effective, outcome-based
providers, noting ‘“Unnecessarily
mandated layers of supervision
ultimately add cost to care, and yet have
never documented any benefits.” Many
commenters wrote us with specific
examples of how Medicare charges and
costs would decrease as a result of the
rule. :

There was a common
misunderstanding among many
commenters that this change meant that
Medicare patients would be forced to
receive a lesser level of care because the
rule changed the reimbursement for
Medicare patients. One commenter
asked, “Why would HCFA institute
payment procedures that decrease the
level of care provided to Medicare and
Medicaid patients in the name of
flexibility?”” Another stated this rule
proposes a double standard in that
Medicare and Medicaid patients would
not have the benefit of a physician’s
expertise to ensure their safety during
critical peri-operative time.

Response: This rule does not change
the payment policies for anesthesia
services. Medicare payment rules
remain the same. CFR section 415.110(a)
requires that the anesthesiologist
perform specific activities for each
patient in order to be paid for providing
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“medical direction.” It must be
emphasized that the “medical
direction” rules are rules for payment of
the physician’s service under the
physician fee schedule. The physician
fee schedule payment per service is
related to the amount of physician work
associated with the service. Thus, the
medical direction requirement must
establish some level of physician work
that is reasonable in relation to the
allowance recognized for the service.
The **supervision” of the CRNA by a
physician, usually the operating
surgeon, is not a separately payable
service for the surgeon. The payment for
this service is considered a part of the
global surgical fee paid to the surgeon.

Because this rule does not affect
payment , the determination about
supervision is not specific to a Medicare
beneficiary. These rules apply to all
patients receiving anesthesia services in
Medicare participating hospitals, CAHs,
and ASCs, thus Medicare patients
would not receive a different level of
care from non-Medicare patients and
therefore, does not mean different care
for Medicare or Medicaid patients. The
rule is specific to the provision of
anesthesia services in a Medicare
participating hospital, CAH, or ASC,
and applies to all patients.

Comment: Several commenters who
opposed this provision warned that
costs to the Medicare program will
increase as a result of this rule. Many
believed that, although there will be no
immediate effect since payment remains
the same, costs would increase in the
long term because of resulting
anesthetic complications and
malpractice. Others told us they believe
anesthesiologist consultations will
increase because some of these services
are included in the anesthesia
administration fee but as consultants,
anesthesiologists would have to charge
separately for these services.

Response: Neither costs to the
Medicare program nor payment to
different professionals was part of the
decision to change the hospital CoP for
anesthesia services. The fears of long
term negative outcomes, increasing
medical complications and higher
malpractice insurance premiums,
related to professional type, are
unwarranted, based on our review of the
literature. This rule will not prohibit
consultation, physician supervision, or
anesthesiologist administration of
anesthesia where State and/or hospital
by-laws require it. Whether payment
can be made for consultations will be
determined by the usual physician
coverage and payment rules.

General

Comment: We received many
anecdotal comments from beneficiaries,
describing both positive and negative
experiences during anesthesia, such as,
the importance of a caring, well-trained
professional who gives the needed
patient attention, and answers the
patient’s questions. Rarely did the
comments identify the professional by
credentials.

Response: These reports are important

in that they confirm our commitment to
patient-centered, outcome-oriented
approaches to regulating Medicare
participating providers.

Comment: Several certified
anesthesiology assistants (AAs)
expressed concerns about how the rule
might affect their practice. Since the
rule allows anesthesia to be
administered only by a person licensed
by the State to do so, they question
whether this requirement would
prohibit their practice. Some of the AAs
recommended that we omit the term
licensed and allow States to determine
whether licensure is required at all to
practice anesthesia.

Response: We do not agree with the
comments that no State licensure
should be required for anesthesia health
professional practice. As noted, this rule
defers to State scope-of-practice laws
which identify health professionals that
are allowed to administer anesthesia.
Under this rule, AA s would be allowed
to practice within their scope-of-
practice specified by State law.

Comment: One commenter
recommmended that we require a CRNA
to disclose that a nurse, not a doctor,
would be providing anesthesia care and
that if the patient desired to choose
another provider his or her request
would be honored. Other commenters
stated that this rule is being
promulgated without adequate input
from patient advocate groups and
withcut regard to how it might affect
patient care. They believe that this rule
serves special interests and that patient
interests have not been adequately
considered.

Response: The request for an
anesthesia provider is usually made by
the surgeon or physician in charge of
the patient’s care. We believe the
flexibility allowed through this rule
change will enable physicians to make
the best and most suitable choice for
their patient’s characteristics, medical
and anesthesia needs. Patients are
always free to ask about the
qualifications of any practitioner
providing care, including doctors,
nurses, therapists, surgeons, or
anesthetists.

We received comments regarding this
proposal from patient advocates and
individual Medicare and Medicaid
beneficiaries as well as providers on
both sides of the issue. We agree that
safety and quality patient outcomes
should be the principal consideration in
regulating providers. It is exactly this
focus which has led to the regulatory
change in supervision of CRNAs.

Comment: Several commenters
pointed to other ways in which the
Federal government supported nurse
anesthetists, citing, as examples, Federal
funds under Title VIII of the Public
Health Service Act and Medicare
Education Funds. One commenter wrote
that nurse anesthetists received
approximately $2.7 million dollars per
year for student trainees, faculty
fellowships, and new program startup
money.

Response: As previously noted, this
rule is not intended to endorse one
health care professional over another. It
is intended to recognize the value in
flexibility for providers when making
decisions about how to best manage
resources to ensure access to quality
health services.

Comment: We received a few
comments from nurse anesthetists who
believed that implementation of this
rule would be easy in those parts of the
country where CRNAs have practiced
and are treated with respect. Some of
these commenters identified difficulty
in achieving professional courtesy and
referrals from doctors who did not
recognize their skills and abilities.

Response: To the extent that this rule
provides opportunity for greater
flexibility for providers and increased
access to quality health care for patients,
we hope that this will occur. It is not
our goal in this rule to prescribe, or to
limit, which health care professionals
may collaborate, supervise or work
independently. We do, however, hope
to decrease barriers to access, increase
efficiency, and encourage improved
models of safe anesthesia delivery. We
believe that is best accomplished by
sharing the responsibility with States
and providers.

TIL. Provisions of the Final Regulations

We are amending § 482.52(a)(4) of the
current hospital CoPs and
§ 485.639(c}(1){(v) of the current critical
access hospitals CoPs, to codify
requirements for who may administer
anesthesia under Subpart D—Standard:
Anesthesia Services. This change is also
reflected in a conforming amendment to
the ASC Conditions of coverage at
§ 416.42(b)(2). This final regulation
eliminates a Federal requirement for
physician supervision and defers to
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States the determination of which

licensed practitioners are allowed to

administer anesthesia.

IV. Collection of Information
Requirements

This document does not impose
information collection and record
keeping requirements. Consequently, it
need not be reviewed by the Office of
Management and Budget under the
authority of the Paperwork Reduction
Act of 1995. :

V. Regulatory Impact Statement

A. Overdll Impact

We have examined the impacts of this
rule as required by Executive Order
12866 and the Regulatory Flexibility Act
(RFA) (Public Law 96-354). Executive
Order 12866 directs agencies to assess
all costs and benefits of available
regulatory alternatives and, if regulation
is necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts, and
equity). A regulatory impact analysis
(RIA) must be prepared for major rules
with economically significant effects
{$100 million or more annually). This
rule is not considered to have a
significant economic impact on
hospitals and, therefore, is not
considered a major rule. There are no
requirements for hospitals to initiate
new processes of care, reporting, or to
increase the amount of time spent on
providing or documenting patient care
services. This final rule will provide
hospitals with more flexibility in how
they provide quality anesthesia services,
and encourage implementation of the
best practice protocols.

The RFA requires agencies to analyze
options for regulatory relief of small
businesses. For purposes of the RFA,
small entities include small businesses,
nonprofit organizations and government
agencies. Most hospitals and most other
providers and suppliers are small
entities, either by nonprofit status or by
having revenues of $5 million or less
anmually. For purposes of the RFA, all
non-profit hospitals, and other hospitals
with revenues of $5 million or less
annually are considered to be small
entities. Some critical access hospitals
and some ASCs with revenues of $5
million or less annually are also
considered to be small entities.
Individuals and States are not included
in the definition of small entities.

In addition, section 1102(b) of the Act
requires us to prepare a regulatory
impact analysis if a rule may have a
significant impact on the operations of

a substantial number of small rural

‘hospitals. This analysis must conform to

the provisions of section 604 of the
RFA. For purposes of section 1162(b) of
the Act, we define a small rural hospital
as a hospital that is located outside of

a Metropolitan Statistical Area and has
fewer than 50 beds.

Section 202 of the Unfunded
Mandates Reform Act of 1995 also
requires that agencies assess anticipated
costs and benefits before issuing any
rule that may result in an expenditure
in any one year by State, local, or tribal
governments, in the aggregate, or by the
private sector, of $100 million. This rule
places no additional cost requirements
for implementation on the governments
mentioned. It will allow CRNAs to
practice without physician supervision
where State law permits or to be
supervised by a physician where such
oversight is required by State law. This
change is consistent with our policy of
respecting State control and oversight of
health care professions by deferring to
State licensing laws to regulate
professional practice. Executive Order
13132 establishes certain requirements
that an agency must meet when it
promulgates a proposed rule (and
subsequent final rule) that imposes
substantial direct compliance costs on
State and local governments, preempts
State law, or otherwise has Federalism
implications. This final rule imposes no
direct compliance costs on State or local
governments.

B. Anticipated Effects

1. Medicare and Medicaid
participating hospitals, CAHs, and
Ambulatory Surgical Centers will defer
to State licensing laws in determining
which health professionals are
permitied to administer anesthesia. In
addition, these facilities are free to
exercise stricter standards than required
by State law.

2. First, it must be noted that this final
rule does not change the Medicare
payment policies for anesthesia
services. There is an important payment
distinction between the medical
“direction” requirements and the
physician “supervision” requirement.
Payment made by Medicare on a fee
schedule basis is not payment for
“supervision” but rather payment for
“direction” and the payment per service
is related to the amount of physician
work associated with the service.

Second, economic effects on
individual health professionals as a
result of this rule change will be
influenced by other factors. Because the
final rule defers to State licensing laws,
the impact on either physician or CRNA
income from billed services will be

determined by each States’ laws. State
laws vary widely in both the definition
and degree of physician supervision and
oversight required of CRNAs. In
addition, some State laws leave the
determination up to individual hospital,
CAH, or ASC medical staff by-laws,
resulting in a financial impact that is
different depending on where the
physician or CRNA provides the
services. In any of these situations the
potential impact might include an
increase or decrease in billed services
by CRNAs practicing alone, in billed
services by physicians practicing alone,
in billed services by physicians
providing medical direction in
collaboration with CRNAs, as well as
the possibility of no change in billed
services by either provider. In some of
these cases, where there is decreased
physician billing, there may be
increased savings to third party payers.

Finally, the flexibility resulting from
the rule change could provide increased
access to services in some areas, and
broaden opportunity for providers to
implement professional standards of
practice that improve quality and
promote more efficacious models of care
delivery.

3. This rule increases flexibility in the
provision of anesthesia services for
Medicare and Medicaid hospitals,
CAHs, and ASCs. It removes the burden
of implementing a Federal requirement
for physician supervision of CRNAs in
all cases. The rule change will allow
hospitals, CAHs, and ASCs the
flexibility, within the authority of State
licensing laws, to implement best-
practice protocols in providing
anesthesia services most associated with
positive patient outcomes. Moreover,
hospitals are free to exercise stricter
practice standards. As discussed in the
preamble of the December 19, 1997
proposed rule, this provision does not
lend itself to a quantitative impact
estimate, and we do not anticipate a
substantial economic impact either in
costs or savings.

C. Conclusion

We are changing the current across-
the-board Federal requirement for
physician supervision of CRNAs to
allow State control and oversight
through professional licensing laws.
This change applies to all Medicare and
Medicaid participating hospitals, CAHs,
and ASCs. Our decision to change the
Federal requirement for supervision of
CRNAs applicable in all situations is, in
part, the result of our review of the
scientific literature which shows no
overarching need for a Federal
regulation mandating any model of
anesthesia practice, or limiting the
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practice of any licensed professional.
The clinical evidence indicates
anesthesia outcomes have improved
substantially in recent years such that
anesthesia is a relatively safe procedure.
Both our literature review and comment
analysis made clear that there is such a
range of variables and influences to be
considered (for example, patient types,
surgical procedure, and/or availability
of technology) that a single Federal

requirement applicable in all situations .

is unnecessary and may actually
interfere with factors that promote
quality patient outcomes. ‘

For these reasons, we are not
preparing analyses for either the RFA or
section 1102(b) of the Act because we
have determined, and we certify, that
this rule will not have a significant
economic impact on a substantial
number of small entities or a significant
impact on the operations of a substantial
number of small rural hospitals.

In accordance with the provisions of
Executive Order 12866, this regulation
was reviewed by the Office of
Management and Budget.

VL. Federalism

We have reviewed this final rule
under the threshold criteria of Executive
Order 13132, Federalism. We have
determined that it does significantly
affect the rights, roles, and
responsibilities of States. This final rule
removes the Federal guideline that
requires CRNAs to be supervised by a

physician and allows the laws of the
States to determine which practitioners

are perrnitted to administer anesthetics
and the level of supervision required.

List of Subjects
42 CFR Part 416
Health facilities, Kidney diseases,

Medicare, Reporting and recordkeeping
requirements.

42 CFR Part 482

Grant programs-health, Hospitals,
Medicaid, Medicare, Reporting and
recordkeeping requirements.
42 CFR Part 485

Grant programs-health, Health
facilities, Medicaid, Medicare,
Reporting and recordkeeping
requirements.

For the reasons set forth in the
preamble, 42 CFR Chapter [V is
amended as set forth below:

PART 416—AMBULATORY SURGICAL
SERVICES

1. The authority citation for Part 416
continues to read as follows:
Authority: Secs. 1102 and 1871 of the

Social Security Act {42 U.S.C. 1302 and
1395hh).

Subpart C—Specific Conditidns for
Coverage

2. Section 416.42 is amended by
revising paragraph (b} to read as follows:

§416.42 Condition for coverage—surgical
services.

* * * * *

- (b) Standard: Administration of
anesthesia. Anesthesia must be
administered by a licensed practitioner
permitted by the State to administer
anesthetics.

* * * * *

PART 482—CONDITIONS OF
PARTICIPATION FOR HOSPITALS

3. The authority citation for part 482
continues to read as follows:

Authority: Secs. 1102 and 1871 of the
Social Security Act (42 U.S.C. 1302 and
1395hh), unless otherwise noted.

Subpart D—Optional Hospital Services

4. Section 482.52 is amended by
revising paragraph (a) to read as follows:

§482.52 Condition of participation:
anesthesia services.

* * * * *

(a) Standard: Staffing. The
organization of anesthesia services must
be appropriate to the scope of the
services offered. Anesthesia must be
administered by only a licensed
practitioner permitted by the State to
administer anesthetics.

* * * * *
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4, Silber Study in Anesthesiology

[Silber, JH, Kennedy, SK, Even-Shoshan, O, Chen, W, Koziol, LF, Showan,
AM, Longnecker, DE. "Anesthesiologist Direction and Patient Outcomes.”
Anesthesiology. 2000; 93:152-63.]

In September 1998, anesthesiologists began publicizing a scientific abstract
titled "Do Nurse Anesthetists Need Medical Direction by Anesthesiologists?"
The abstract was published in Anesthesiology (1998; 89:A1184), the journal
of the American Society of Anesthesiologists (ASA), and reported the
findings of a study, conducted in Pennsylvania, which compared the
outcomes of surgical patients whose anesthesia was directed by
anesthesiologists with patients whose anesthesia was directed by other
physicians, such as surgeons. The study came to be known as the
“Pennsylvania study."

Nearly two years later, the Pennsylvania study was published in the July
2000 issue of Anesthesiology with the title, "Anesthesiologist Direction and
Patient Outcomes." Reportedly, both the Journal of the American Medical
Association and the New England Journal of Medicine declined to publish
the Pennsylvania study, forcing the ASA to publish the study in its own
journal if it wanted the study to be published at all. Given the ASA's political
agenda and the composition of Anesthesiology's editorial board, which is
exclusively comprised of more than 40 anesthesiologists, serious questions
of objectivity can be raised.

Then, on January 18, 2001, the Health Care Financing Administration
(HCFA, which became the Centers for Medicare & Medicaid Services, or
CMS, in June 2001) published a 14-page anesthesia rule in the Federal
Register (Vol. 66, No. 12, pp. 4674-87) that affirmed, in no uncertain terms,
AANA's contention that the Pennsylvania study is not relevant to the issue of
physician supervision of nurse anesthetists. (The January 18 rule was
rescinded on November 13, 2001, with the publication of a new rule that
allows state governors to write to CMS and opt out of the federal physician
supervision requirement after meeting certain conditions. The January 18
rule's extensive comments supportive of nurse anesthetists and dismissing
the relevancy of the Pennsylvania study to the supervision issue, however,
have in no way been repudiated by CMS and still remain part of the public
record.)

On its surface, the study suggests that patient outcomes are better when
nurse anesthetists are directed by anesthesiologists. However, a closer
examination clearly reveals that the study

e is not about anesthesia care provided by nurse anesthetists

http://www.aana.com/crna/prof/quality_silber2.asp 10/23/2003
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o actually examines post-operative physician care.

A. Background

The study was conducted using data obtained from Health Care Financing
Administration (HCFA) claims records. The study group consisted of
217,440 Medicare patients distributed across 245 hospitals in Pennsylvania
who underwent general surgical or orthopedic procedures between 1991-94.
Dr. Silber headed a research team that included three anesthesiclogists.

B. Study Does Not "Compare Anesthesiologists Versus Nurse Anesthetists"
According to Dr. Longnecker, one of the anesthesiologist researchers: "The
study ... does not explore the role of (nurse anesthetists) in anesthesia
practice, nor does it compare anesthesiologists versus nurse anesthetists.
Rather, it explores whether anesthesiologists provide value to the delivery of
anesthesia care." (Source: Memorandum from Dr. Longnecker to Certified
Registered Nurse Anesthetists in University of Pennsylvania Health
System's Department of Anesthesia, October 5, 1998)

Why, then, was such a misleading title ("Do Nurse Anesthetists Need
Medical Direction by Anesthesiologists?") chosen for the abstract? The
answer; for political reasons. Consider these facts:

o The abstract was published in the midst of the controversy between
anesthesiologists and nurse anesthetists over HCFA's proposal to
remove the physician supervision requirement for nurse anesthetists
in Medicare cases.

¢ The study was funded in part by a grant from the American Board of
Anesthesiology, which is affiliated with the ASA. ASA vehemently
opposes HCFA's proposal.

Why was the name of the abstract changed prior to publication of the paper
in the July 2000 issue of Anesthesiology? Most likely for the following
reasons:

o As Dr. Longnecker stated in his memorandum, the study was not
intended to examine the question posed by the abstract's title.

e The study clearly could not and did not answer the question posed by
the abstract's title.

¢ Pressure from AANA in the form of statements to the media and
commentary published on the Internet forced the researchers and
ASA to rename the paper for publication.

C. Problems with the Data
Careful examination of the "findings” reported in the paper reveal numerous

problems.

Glaring Admissions. In the next to last paragraph of the paper, the
researchers conclude that, "Future work will also be needed to determine
whether the mortality differences in this report were caused by differences in
the quality of direction among providers, the presence or absence of
direction itself, or a combination of these effects.” Boiled down, this clearly is
an admission by the researchers that the study does not, in fact, prove
anything about the effect -- positive or negative - of anesthesiologist
involvement in a patient's overall care, let alone the patient's anesthesia
care!

http://www.aana.com/crna/prof/quality_silber2.asp | 10/23/2003
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This statement appears in a section titled "Discussion," which is devoted
primarily to explaining away the limitations of the billing data used (HCFA's
claims records comprise a retrospective database intended for billing
purposes, not quality measurement) and the myriad adjustments for
variables which the data required the researchers to make. According to the
researchers, among other adjustments were those made for severity of
iliness and the effect of hospital characteristics.

The researchers, however, admit the following:

e "The accuracy of our definitions for anesthesiologist direction (or no
direction) is only as reliable as the bills (or lack of bills) submitted by
the caregivers." l

e "We cannot rule out the possibility that unobserved factors leading to
undirected cases were associated with poor hospital support for the

undirected anesthetist and patient."

¢ "..if anesthesiologists had a tendency not to submit bills for patients
who died within 30 days of admission, our results could be skewed in

favor of directed cases.”

These admissions by the researchers seriously limit the application of the
data. They are also proof that ASA's use of data from this study, in
advertising campaigns and lobbying efforts to discredit nurse anesthetists
and frighten seniors, has been opportunistic, misleading, and ethically
reprehensible at best.

Time Frame. Nurse anesthetists do not diagnose or treat nonanesthesia
postoperative complications - they administer anesthesia. According to the
Joint Commission on Accreditation of Healthcare Organizations (JCAHO),
anesthesia mishaps usually occur within 48 hours of surgery. The study,
however, evaluated death, complication, and failure to rescue rates within 30
days of admission, encompassing not only the time period of the actual
surgical procedures, but also a substantial period of postoperative care as
well. Therefore, it is impossible to know from the data how many or what
percentages of deaths, complications, and failures to rescue occurred within
that 48-hour window and were directly attributable to anesthesia care.
However, if one considered the study's sample size (217,440) in relation to
the widely accepted anesthesia mortality rate of one death in approximately
240,000 anesthetics given, which is recognized by ASA, AANA and cited in
the Institute of Medicine report, To Err is Human: Building a Safer Health
System (Kohn LT, Corrigan JM, Donaldson MS. Washington, DC: National
Academy Press. 1999.), logic would dictate that less than a single individual
in the entire database is likely to have died as the direct result of an
anesthesia mishap!

What that leaves is this: Based on the 30-day time frame, it is clear that the
study actually evaluates postoperative physician care, not anesthesia care.

Death Rates. The Pennsylvania study cites death rates that were many
times more than the anesthesia-related death rates commonly reported in
recent years, again leading one to conclude that the increase was almost
certainly due to nonanesthesia factors.

In a June 2000 press release about the Pennsylvania study, the ASA stated
"that patient safety has greatly improved from one [death] in 10,000
anesthetics to one in 250,000 anesthetics." (This amounts to four deaths in
one million.) In the same press release, the ASA stated that, “Dr. Silber's
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findings show that for every 10,000 patients who had surgery, there were 25
more deaths if an anesthesiologist did not direct the anesthesia care.”
Through a complex series of calculations, the difference translates to 8,000
deaths in one million. Thus, the difference in mortality rates that the ASA
cited is 2,000 times the mortality rate ever attributed (including by the ASA)
in the last decade to the administration of anesthesia. To attribute a
difference of this magnitude solely to the supervision of CRNAs is ridiculous.
In actuality, the large differences in mortality and failure-to-rescue are due to
differences unrelated to the administration of anesthesia and outside the
scope of practice of CRNAs, whether unsupervised, supervised by

anesthesiologists, or supervised by other physicians. T

Further, it has been noted by Dr. Michael'Pine, a board-certified cardiologist
widely recognized for his expertise in analyzing clinical data to evaluate
healthcare outcomes, that after adjusting the death rates for case mix and
severity, the patients whose nurse anesthetists were supervised by
nonanesthesiologist physicians were about 15% more severely ill than the
patients whose nurse anesthetists were supervised by anesthesiologists.
The paper provides no information to explain why the anesthesiologist-
supervised cases involved less severely ill patients.

Dr. Pine's analysis of the study also reveals the following:
1. 7,665 patients (3.5%) died within 30 days of surgery.

2. Although the study found 258 more deaths of patients who
may not have had an anesthesiologist involved in their case,

the researchers’ adjustments for differences among patients

and institutions reduced the number by 78% (to 58 deaths).

3. The 58 "excess" deaths could be due to numerous, equally
plausible factors, for example:

A. Faulty design of the study

B. Inaccurate or incomplete billing data (e.g.,
most of the 23,010 "undirected" cases used had
no bill for anesthesia care)

C. Unrecognized differences among patients
(e.g., medical information on patients' bills was
insufficient to permit complete adjustment for
their initial risks)

D. Unrecognized differences in institutional
support (e.g., information about hospital
characteristics was inadequate to permit full
assessment)

E. Medical care unrelated to anesthesia
administration (e.g., post- operative medical care
provided by anesthesiologists or by other medical
specialists who are more likely to be at hospitals
in communities where anesthesiologists are
plentiful)

The end result is a statistically insignificant difference in negative out- comes
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between anesthesiologist-directed and nonanesthesiologist- directed cases.

Complication Rates. After adjusting for case mix and severity, the study
found no statistically significant difference in complication rates when nurse
anesthetists were supervised by anesthesiologists or other physicians. Dr.
Pine noted that poor anesthesia care is far more likely to result in significant
increases in complication rates than in significant increases in death rates.
Therefore, Dr. Pine concluded that this finding strongly suggests that
medical direction by anesthesiologists did not improve anesthesia outcomes.

Failure to Rescue. For the most part, failure to rescue occurs when a
physician is unable to save a patient who develops nonanesthesia
complications following surgery. Therefore, it is not a relevant measure of
the quality of anesthesia care provided by nurse anesthetists. It is a relevant

measure of postoperative physician care, however.

Patients Involved in More than One Procedure. For reasons not
explained in the abstract, patients involved in more than one procedure were
assigned to the nonanesthesiologist physician group if for any of the
procedures the nurse anesthetist was supervised by a physician other than
an anesthesiologist. It is impossible to measure the impact of this decision
by the researchers on the death, complication, and failure to rescue rates
presented in the abstract.

To emphasize the importance of this, consider the following hypothetical
scenario: A patient is admitted for hip replacement surgery. A nurse
anesthetist, supervised by the surgeon, provides the anesthesia. The
surgery is completed successfully. Three days later the patient suffers a
heart attack while still in the hospital and is rushed into surgery. This time
the nurse anesthetist is supervised by an anesthesiologist. An hour after
surgery, and for reasons unrelated to the anesthesia care, the patient dies in
recovery. According to the researchers, a case such as this would have
been assigned to the nonanesthesiologist group!

Patients Who Were Not Billed for Anesthesia Services. As noted in the
discussion on death rates, most of the "undirected" cases had no bill for
anesthesia care. The actual figure is 14,137 patients, or 61% of the 23,010
patients defined as undirected. The researchers 'flimsy rationale for lumping
all nonbilled cases in the undirected category is as follows: "The 'no-bill
cases were defined as undirected because there was no evidence of
anesthesiologist direction, despite a strong financial incentive for an
anesthesiologist to bill Medicare if a billable service had been

performed’ (emphasis added). Of course, one might ask how many of those
cases were not billed because an anesthesiologist had a bad patient
outcome.

Referenced Studies. The researchers claim that their research "results
were consistent with other large studies of anesthesia outcomes.”
Interestingly, the two studies cited were by Bechtoldt and Forrest. As
indicated below, neither of these studies agrees with the conclusions
reached by Dr. Silber and his team of researchers on the Pennsylvania
study:

e Bechtoldt reported that the Anesthesia Study Committee (ASC) of the
North Carolina Medical Society "...found that the incidence among the
three major groups (the CRNA, the anesthesiologist, and the
combination of the CRNA and anesthesiologist) to be rather similar.
Although the CRNA working alone accounted for about half of the
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anesthetic-related deaths, the CRNA working alone also accounted
for about half of the anesthetics administered.”

e After applying statistical tests to the results of research conducted by
the Stanford Center for Health Care Research, Forrest stated: "Thus,
using conservative statistical methods, we concluded that there were
no significant differences in the outcomes between the two groups of
hospitals defined by type of anesthesia provider. Different methods of
defining outcome changed the direction of differences for two

weighted morbidity measures.”

Further supporting the argument that other studies do not agree with the
purported findings of Silber and his fellow researchers is the following
objective, third-party opinion offered by HCFA/CMS in the Federal Register
on January 18, 2001: Our decision to change the Federal requirement for
supervision of CRNAs applicable in all situations is, in part, the result of our
review of the scientific literature which shows no overarching need for a
Federal regulation mandating any model of anesthesia practice, or limiting
the practice of any licensed professional.” (p. 4685-4686)

D. HCFA/CMS Affirms that Study Not About CRNA Practice

In the anesthesia rule published in the January 18, 2001, Federal Register
by HCFA/CMS, the administration dismissed all claims by ASA and the
Pennsylvania study research team that the study examined CRNA practice
and was relevant to the supervision issue. HCFA/CMS stated the following:

e "We have also reviewed a more recently published article by Dr.
Silber (July 2000) and colleagues from the University of
Pennsylvania. This article also is not relevant to the policy
determination at hand because it did not study CRNA practice with
and without physician supervision, again the issue of this rule.
Moreover, it does not present evidence of any inadequacy of State
oversight of health professional practice laws, and does not provide
sound and compelling evidence to maintain the current Federal
preemption of State law." (p. 4677)

e "One cannot use this analysis to make conclusions about CRNA
performance with or without physician supervision.” (p. 4677)

¢ "Even if the recent Silber study did not have methodological
problems, we disagree with its apparent policy conclusion that an
anesthesiologist should be involved in every case, either personally
performing anesthesia or providing medical direction of CRNAs." (p.

4677)

Although the January 18 rule was rescinded on November 13, 2001, with the
publication of a new rule that allows state governors to write to CMS and opt
out of the federal physician supervision requirement after meeting certain
conditions, the January rule's extensive comments supportive of nurse
anesthetists and dismissing the relevancy of the Pennsylvania study to the
supervision issue have in no way been repudiated by CMS and still remain
part of the public record.

E. Conclusions
The following conclusions can be drawn from a careful examination of the

study "Anesthesiologist Direction and Patient Outcomes™:

e The study described has nothing to do with the quality of care
provided by nurse anesthetists.
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o The study examines postoperative physician care, not anesthesia
care.

e The researchers so much as admit that the study does not prove
anything with regard to the effect of anesthesiologist involvement in

patient care.

o The timing of the publication in the ASA's own journal was politically
motivated.

e HCFA/CMS finds no credence in ASA and Dr. Silber's assertions
regarding the results of the Pennsylvania study.

On to Summary
Back to New England Journal of Medicine Articles
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Health Professions
Substitution
A Case Study of Anesthesia

JerrY CROMWELL

ubstitution in health professions is an extremely important issue,

particularly in today’s practice environment. For a long time, we in

the health economics profession specifically, and in the nation gen-

erally, have been looking for the Holy Grail—the elusive optimal
provider mix. By optimal, I mean the most cost-effective mix of provider
inputs, not simply the lowest cost. As an economist, I see a number of miar-
ket failures that lead to a less than optimal provider mix. These market
failures can be attributed to three general causes.

The first cause is insurance. When patients are not paying the full cost of
their care, they are not as price-sensitive to cost, and hence to the input mix,
as they might otherwise be.

Second, is the tremendous amount of ignorance on the part of both
patients and providers of the kinds of services the patients actually need and
the most cost-effective provider input mix needed to provide these services.
Much of the health services research in the Federal government today is
devoted to research in this area.

Third, is the interesting relationship that has developed between doctors
and the hospitals where they practice. Hospitals historically have been doc-
tors’ workshops where they can use all the services of the hospital basically
for free. This situation has resulted in less cost-effective management of

hospital resources than otherwise might be possible.

Identifying Possibilities for Physician Substitution

Research on physician substitution has been going on since the advent of
Medicare and Medicaid. In some areas, extensive substitution is already
going on. We know that nurses provide a significant amount of substitution
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for physicians in both the office and the hospital. They are midwives, assis-
tants at surgery, and physician extenders. An extensive number of allied
health professions also contribute to substitution.

The Federal government has played a role in determining the workforce
miX, primarily in support of physician and allied health education. They
have also conducted a number of studies of workforce trends and produc-
tivity, research that was more prevalent in the 1970s than thereafter. But the
area in which the government has affected the workforce mix most pro-
foundly has been in its service reimbursement policies.

The private sector’s role in workforce management has been relatively
minor until recently. Except for the large health maintenance organizations
like Kaiser Permanente, there hasn’t been too much consideration in the
private sector of what constitutes an optimal provider input mix. Currently,
the private sector, through managed care, is starting to worry about that
mix.

Anesthesia Substitution

Anesthesia is an excellent laboratory for studying substitution. Anesthesia
is a traditional nursing function that has been replaced, in fair part, by
physicians over the past 20 to 25 years. There are significant cost implica-
tions to the wrong provider input mix in anesthesia, simply because of the
tremendous differences in cost between nurse and physician providers
(Rosenbach and Cromwell 1988). Anesthesia, therefore, provides an excel-
lent example of what can go wrong with the workforce mix when you pay
for inputs (i.e., types of providers) rather than outputs (i.e., the services
delivered). Federal and third-party reimbursement have paid for anesthesia
inputs rather than outputs. This major flaw in the reimbursement system
explains the inefficient mix we’ve developed in anesthesia (Cromwell and
Rosenbach 1988).

There are three basic models of anesthesia practice.

1. In the solo anesthesiologist model, the physician, practicing alone,
handles all the cases in the hospital. In some instances around the
country, solo nurse anesthetists practice alone and handle all of the
cases.

2. In the second model, a hospital has a mix of the two providers, yet
each may be practicing solo on any one case depending on the case
and the time of the day.

3. In the anesthesia team arrangement, a physician anesthesiologist
(MDA) supervises a certified registered nurse anesthetist (CRNA).
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Extent of MDA-CRNA Substitution

Significant regional differences in the mix of the two anesthesia providers
leads me to believe that there are significant opportunities for provider mix
improvement. In California, there are two anesthesiologists for every CRNA.
In South Dakota, there are seven and a half CRNAs for every anesthesiolo-
gist (Rosenbach et al. 1988).

What do these two types of providers do in their delivery of anesthesia?
The following data are based upon the federally funded Anesthesia Practice
Survey, a 1986 survey of roughly 500 each of anesthesiologists and CRNAs
randomly selected around the country (Rosenbach etal. 1988). To my knowl-
edge, there is no more recent comprehensive random survey of anesthesia
practice patterns.

CRNAs provide a substantial amount of anesthesia activities. They evalu-
ate patient-risk factors in at least half (51 percent) of their cases; in more
than half of their the cases (61 percent), they discuss the anesthesia plan
with the patient or the family. In roughly half of their the cases (45 percent),
they evaluate the patient in recovery. They administer regional anesthesia
roughly a third (29 percent) of the time. They insert arterial lines about a
third (36 percent) of the time, but they are much less involved in inserting
other invasive monitoring devices such as central venus pressure lines and
Swan-Ganz catheters. These data tell us that the CRNAs are actively in-
volved in just about all of the major anesthesia activities.

When cases are stratified by anesthesia complexity and model of prac-
tice (e.g., solo CRNA, solo MDA), three conclusions are noteworthy,
(Rosenbach etal. 1988; Rosenbach and Cromwell 1988). First, solo CRNAs
are far more involved in vaginal deliveries than are anesthesiologists. Sec-
ond, anesthesiologists are only slightly more likely to perform the more
complex anesthesia procedures in the nation. And third, a significant per-
centage of solo anesthesiologists are doing simple anesthesia procedures
(e.g., dilation and curettage, vaginal delivery, and hernia repair).

A favorite economic method of study is activity analysis. In the Anesthe-
,sia Practice Survey, respondents provided a daily log of roughly 4,000 op-
"erations. Figure 1 categorizes these operations in terms of percent of MDA

time devoted to each case on the vertical axis; CRNA time is depicted on the
horizontal axis. At the top of the vertical axis are about 1,200 cases in
which the anesthesiologist was practicing alone. On the horizontal axis are
about 700 cases in which the nurse anesthetist was practicing alone. The
45° line is the full-time equivalent (FTE) line, which is a one to one substitu-
tion of anesthesiologist time for CRNA time.
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Figure 1. Percent CRNA-MDA Time (4,000 operations), 1986

All of the observations are either on these two corner points, the two
solo points, or above the point where more than one FTE is on a case. All
dots represent numbers of cases with more than one FTE practitioner on a
case. The dashed cost line represents the solo MDA cost line. Given the
relative cost difference of the two providers, the dashed line represents all of
the combinations of the two providers that would be equivalent to the cost
of an anesthesiologist practicing alone. Thus, all cases above the dashed line
effectively cost more than an anesthesiologist practicing alone. A large pro-
portion of cases are in the gap between the 45° FTE line and the solo MDA
cost line at varying percentages of MDA-CRNA activity. The procedures
that fall in the range above the MDA cost line are those in which managed
care organizations, and every other payor, will seek cost-savings by chang-
ing the provider mix to get much below the MDA-cost line, and in some
cases, particularly in simpler ones, to much below the MDA cost-line. It
illustrates opportunities for potential professional arbitrage.
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CRNA practice raises MDA productivity; it is the kind of situation that
- managed care organizations Jook at closely. The solo anesthesiologist sees
__an average of 3.7 patients per shift (Cromwell and Rosenbach 1990). Work-
ing in a team with a CRNA, the MDA sees 6.5 patients per shift, a 75
percent increase in the number of patients per shift (Cromwell and Rosenbach
1990). Even adjusting for the complexity of certain surgeries, there is a 63
percent greater increase in anesthesiologist productivity when the MDA
works in a supervisory capacity. The anesthesiologist in a team works with
a CRNA for the equivalent of more than 8 hours of CRNA time during the
anesthesiologist’s shift. Only about 60 percent of the procedures that the
anesthesiologist does are concurrent. The other 40 percent of the time, the
anesthesiologist is working on his or her own cases and is not directly super-
vising a CRNA. Thus there are still opportunities for additional productiv-
ity even in the team scenario.

Relative Cost of Each Provider
There have been tremendous increases in the nominal incomes of both MDAs

and CRNAs. The average reported income for anesthesiologists increased
roughly 80 percent during the ten-year period 1983 t0 1993 (AMA 1994).
The actual increase in income for CRNAs was 100 percent in this period
(AANA 1988; AANA 1994).

Comparing hourly incomes, the more relevant marginal measure for
economic analysis, we see some compression in the relative cost difference
in ten years. In 1983, anesthesiologists cost 2.2 times what a CRNA cost
($51.84 per MDA hour, $23.80 per CRNA hour). The MDA cost differ-
ence has compressed somewhat to approximately 1.8 times that of a CRNA
($87.44 to $49.20). The compression is due to the relatively large increase
in CRNA salaries over the ten years. Nevertheless, managed care organiza-
tions and government payors may take advantage of the resulting arbitrage

gap-

Forecasting Shortfalls in CRNAs
In 1980, there were approximately 17,500 CRNAs and 13,000 MDAs in

practice in the United States. There was some increase from 198010 1985 in
the number of full-time equivalent CRNAs practicing. From 1985 t0 1992,
the supply was effectively flat at approximately 20,000 (Cromwell et al.
1991). Over that same period, there was a rapid growth in the number of
anesthesiologists practicing in the United States. By the early 1990s, the
number of full-time active CRNAs and MDAs was basically the same (ASA
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1995; AANA 1995). Given the demonstrated opportunities for MDA-CRNA
substitution, equal supplies of the two providers imply an increasingly non-
cost-effective provider mix.

" The main reason for the flattening in nurse anesthetist supply is the
significant decline in the number of training programs. From 1981 1o 1985,
thirty-eight programs closed (AANA 1989). From 1986 to 1990, another
twenty programs closed. During that same decade, from 1986 to 1990, the
average number of graduates per year declined from almost 1,000 per year
down to 633. A low point of about 575 graduates was reached in 1987
The situation has turned arqund in the 1990s. The number of CRNA pro-
grams has begun to rise again slowly, and the size of those programs have
begun to grow again. In the period from 1990 to 1994, programs were
averaging 866 graduates, and for 1996, the AANA is projecting well over
1,100 CRNA graduates (AANA 1993).

In a study for the Division of Nursing in the U.S. Health Resources and
Services Administration, I analyzed the forecasted shortfall in CRNAs by
the year 2000 under various low and high scenarios of CRNA supply and
need (Cromwell et al. 1991),

Under any forecast, there is a significant CRNA shortfall, ranging from
6,852 t0 9,816 FTEs. If one wants to move towards what is perceived to be
a more economically efficient provider mix, then the shortfall of CRNAs
doubles to about 18,000 to 21,000 FTEs by the year 2000. This forecasted
decline in supply has concerred public policy makers as well as the private
sector. Although it appears that educational institutions are responding to
the shortfall, growth in CRNA supply is far below what is required to sup-
port widespread adoption of the team concept.

Factors Driving Future Demand
Some of the factors driving future demand for anesthesia providers include

* Health Care Financing Administration (HCFA) payment reductions
for anesthesiologists have been going on for six to eight years in vari-
ous forms. These reductions are forcing more supervision on the part
of anesthesiologists so they can meet any target incomes they may
have. '

* There is a strong movement toward competitive bidding or bundled
payment for inpatient services. In the HCFA heart bypass demonstra-
tion, the government pays a single rate for bypass surgery to seven
hospitals in the country. This single rate covers both the hospital com-
ponent as well as the surgeon, the anesthesiologist, and all the consult-
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ing physicians in the hospital. The hospital and the physicians divide
up the basic payment anyway they like. HCFA is expanding the dem-
onstration by going into other heart procedures and are also expand-
ing it to orthopedics. This payment method is having profound effects
on the way that anesthesia is practiced in the hospitals. (Of course,
private insurers have picked up on the government’s lead in this bundled
payment arena and negotiated bundled payment arrangements through-
out the country.) '

e Medicare has debated the adoption of physician diagnostic-related

groups (DRG] for at least ten years. HCFA is serious about bringing
inpatient physicians under the same Medicare payment incentives that
the hospitals have been under for the last ten years. HCFA is setting up
a demonstration to test a medical staff DRG payment system where
the medical staff, along with the hospital itself, will negotiate a bundled
payment for DRGs in the hospital.

e There are Medicare and state reductions in teaching support.

e There has been an aggressive shift toward managed care.

California is a great laboratory for studying arbitrage potential between
managed-care and private fee-for-service organizations. The Kaiser
Permanente hospitals in southern California have about 0.4 anesthesiolo-
gists for every full-time CRNA. The ratio for the rest of California is 2.6
anesthesiologists for every CRNA (Rosenbach et al. 1988). Here is a phe-
nomenal difference in the mix of the two inputs within the same state. If the
entire state went the Kaiser way in terms of the mix of the two anesthesia
provider inputs, jobs for anesthesiologists in California would decline by
roughly 1,200; a similar increase in CRNA jobs in California would also

ocCcur.

Occupational Power Struggles
Anesthesiologists are responding to the growing threats to their profession,

their incomes, and their practices by expanding practices in order to in-
crease their market power. They have lobbied hard against bundled pay-
!ment in any kind of hospital arrangement and any kind of DRGs that would
force the hospital to internalize its costs of providing anesthesia. They have
also shifted strongly to solo practice so they can avoid reduced reimburse-
ment due to concurrent care.
Shifting to solo practice requires limiting CRNA access to hospitals.
Anesthesiologists have done this in two primary ways. They have limited
CRNA teaching programs. (There were many complaints about anesthesi-
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ologists training their competitors.) Then, anesthesiologists around the coun-
try presented the hospitals with a “them” or “us” ultimatum_ A current
lawsuit over CRNA dismissal in Minneapolis-St. Paul symbolizes this occu-
pational warfare between the CRNAs and the anesthesiologists.

Hospitals will be inclined to favor the anesthesiologists over the CRNAs
for the simple reason that the hospital right now is not paying for either

provider; naturally, the hospital will select the anesthesiologist because of

the greater training, and, préstige associated with a physician provider. It is
not a cost-effective trend, but it’s being forced on hospitals at this point.

Nurse anesthetists, in turn, have not been idle, but have mobilized
impressive economic and political power. They’ve successfully lobbied
Congress to not be bundled in the Medicare Part A DRG payment but,
instead, to be treated separately and independently. They’ve lobbied
Congress successfully for Medicare direct billing. They’ve lobbied Congress,
HCFA, and the Physician Payment Review Commission for equal reim-
bursement—not only the ability to bill patients directly, but as independent
providers billing at rates roughly comparable to anesthesiologists. They’ve
sued hospitals that have dismissed them. They’ve also supported the trend
toward physician DRGs, that is, internalizing in the hospital the relative
costliness of the two providers in order to force the institution to make
more cost-effective decisions.

Implications For Training in Anesthesia

Let me summarize five facts that are pertinent to future training decisions in
anesthesia. (The first three are also relevant to training in other physician
specialties.)

1. Spending in health care will slow dramatically over the next ten years.

2. The government is going to cut back on its teaching support.

3. Meaningful managed care competitive bidding will come to dominate
reimbursement over the next five to eight years. A lot of experiments
in managed care that have not been effective in terms of cost control
in the 1980s are pretty much being weeded out. We now have much
more rigorous competitive bidding in managed care.

4. Nurse anesthetists can perform nearly all the anesthesia tasks with
minimal supervision and are nearly perfect substitutes for anesthesi-
ologists.

5. Nurse anesthetists are significantly less expensive than anesthesiolo-
gists. :
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From these five facts, I draw four conclusions. ,

1. CRNAs will be in greater demand over the next ten years, and in R
significantly greater demand depending on how fast and how hard i
the public and private payors push.

2. The demand for anesthesiologists will diminish, as already has
happened in California and elsewhere.

3. Anesthesiologists are going to find their responsibilities shifting
significantly away from hands-on anesthesia towards supervising,
concentrating on complex cases and providing other kinds of nonop-
erating care such as pain-care management.

4. The rate of return to specializing in anesthesia will decline. (It is prob-
ably already starting to decline.) The number of applicants will
decrease as potential students realize that the future in anesthesiology
is not what it was in the 1980s. The reduction in the number of slots
will almost inevitably lead to a significant reduction in the number of
anesthesia programs around the county.
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Chairman Hyde, members of the Judiciary Committee, good morning. My name is Jan Stewart
and I am a certified registered nurse anesthetist and President-elect of the American Association
of Nurse Anesthetists (“AANA”). I am pleased to be testifying today regarding potential changes
to the federal antitrust laws.

INTRODUCTION

The AANA is the professional association that represents over 27,000 certified registered nurse
anesthetists ("CRNAs"), or 94 percent of the practicing nurse anesthetists in the United States.
AANA appreciates the opportunity to provide our experience with respect to the need for
vigorous enforcement of the antitrust laws.

As a leader in the advanced practice nursing community, we applaud your attention to the
promotion of competition in the health care market place. However, AANA is extremely
concerned about any weakening of the antitrust laws. We strongly believe that creating new
antitrust exemptions for physicians could have severe unintended consequences and seriously
undermine the larger goal of increasing competition in our health care system and providing
affordable high quality care. Specifically, we believe that antitrust exemptions such as those
currently being considered by the Committee would put nurse anesthetists at a serious and
permanent competitive disadvantage with respect to contracting with health plans because it |
would :

1. Allow anesthesiologists to form cartels that discriminate against or exclude nurse
anesthetists;

2. Sanction attempts by anesthesiologists to eliminate competition between
themselves and nurse anesthetists using spurious claims regarding patient health
and safety;

3. Drive up the cost of health care coverage for all Americans without any
concomitant increase in the quality or availability of health care.

We believe that strong antitrust laws and robust enforcement are crucial to protect competition
and consumer choice in the health care system.
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Part I of our testimony will provide important background about CRNAs and put their current
antitrust disputes with physicians into a useful historical context. Part II will provide an analysis
of H.R. 1304 and the reasons that AANA opposes it. Part III will discuss the recent history of
anticompetitive conduct directed at CRNAs, focusing particularly on a recent American Medical
~ Association Resolution directed against CRNAs and an ongoing antitrust action against

anesthesiologists in Minnesota, where many CRNAs were dismissed from their positions with

local hospitals as a result of what the Minnesota Association of Nurse Anesthetists alleges was
an illegal conspiracy to exclude them from the market.

L BACKGROUND INFORMATION ABOUT CRNAs

In the administration of anesthesia, CRNAs perform many of the same functions as,physician
anesthetists ("anesthesiologists") and work in every setting in which anesthesia is delivered
including hospital surgical suites and obstetrical delivery rooms, ambulatory surgical centers,
health maintenance organizations, and the offices of dentists, podiatrists, ophthalmologists, and
plastic surgeons. Today, CRNAs administer more than 65% of the anesthetics given to patients
each year in the United States. CRNAs are the sole anesthesia provider in 65% of rural hospitals
which translates into anesthesia services for millions of rural Americans. CRNAs are also front
line anesthesia providers in underserved urban areas, providing services for major trauma cases,
for example. |

CRNAs provide high quality care at a fraction of the cost of anesthesiologists. According to a
study conducted by the Medical Group Management Association and published in the October,
1995 issue of Anesthesiology News, in calendar year 1994 the median annual income for nurse
anesthetists was $72,001 but the median annual income for an anesthesiologist was $244,600.

CRNAs have been a part of the surgical team since the advent of anesthesia in the 1800s. Until
the 1920s, anesthesia was almost exclusively administered by nurses. Though CRNAs are not
medical doctors, no studies to date have demonstrated a difference between CRNAs and
anesthesiologists in the quality of care provided, which is the reason no federal or state statute
requires that CRNAs be supervised by an anesthesiologist. Anesthesia outcomes are affected by
such factors as the provider's attention, concentration, and organization, and not whether the
provider is a CRNA or an anesthesiologist. That is why the Harvard Medical School Standards
in Anesthesia focus on monitoring the patient; the standards are based upon data that indicate
that anesthesia incidents are usually caused by lack of attention to detail and insufficient
monitoring of the patient.

The most substantial difference between CRNAs and anesthesiologists is that prior to anesthesia
education, anesthesiologists receive a medical education while CRNAs receive nursing
education. However, once they enter the work force, both professionals perform roughly the
same services: (1) preanesthetic preparation and evaluation; (2) anesthesia induction,
maintenance and emergence; (3) postanesthesia care; and (4) peri-anesthetic and clinical support
functions, such as resuscitation services, acute and chronic pain management, respiratory care,
and the establishment of arterial lines.
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There are currently 87 accredited nurse anesthesia education programs in the United States
lasting between 24-36 months, depending upon the university. As of 1998, all programs offer a
master’s degree level for advance practice nurses, and these programs are accredited by the
Council of Accreditation of Nurse Anesthesia Educational Programs which is recognized by the
~ U.S. Department of Education. ‘

. CRNAs as Anesthesia Competifors

By the end of the nineteenth century, two developments - the discovery and utilization of
anesthesia and the discovery and development of asepsis - resulted in an enormous expansion of
the numbers and types of surgeries performed. Consequently, hospital construction flourished as
the need grew for operating rooms to accommodate aseptic surgery. Simultaneously, demand
grew for anesthesia specialists to focus their attention on the anesthesia care of patients while a
physician performed surgery. -

Nurses, whose hallmark is monitoring vital signs and administering medications, were a natural
choice to provide anesthesia. Physicians turned increasingly to sisters in Catholic hospitals, as
well as to other registered nurses from a growing number of nurse training programs, to
administer anesthesia with wide acceptance. World War I accelerated the demand for qualified
CRNAs. Advances made in medications and equipment and nurse anesthesia education during
the war contributed to the nurse anesthetists' dominant position in the anesthesia services field.

Even before World War I, however, the growth and acceptance of the nurse anesthesia profession
and its training programs provoked anticompetitive reactions from anesthesiologists. As early as
1911, in a harbinger of future anti-nurse anesthetist activity, counsel for the New York State
Medical Society declared that the administration of an anesthetic by a nurse violated the law of
the State of New York. The following year, the Ohio State Medical Board passed a resolution
stating that only registered physicians could administer anesthesia.

Early efforts to crush the nurse anesthesia profession gained momentum as anesthesiologists
organized in their opposition to nurse anesthetists. In 1915, anesthesiologists founded the
Interstate Association of Anesthetists (“IAA”) which successfully petitioned the Ohio State
Medical Board to withdraw recognition of Cleveland's Lakeside Hospital as an acceptable
training school for nurses on the grounds that Lakeside's use of nurse anesthetists violated the
Ohio Medical Board Act. Nurses and prominent surgeons alike protested the board's decision,
and succeeded in having it reversed.

Similarly, in 1917, the Kentucky State Medical Association, with prompting from organized
anesthesiologists, passed a resolution prohibiting members from employing nurse anesthetists. In
a test lawsuit brought by a nurse anesthetist, the Kentucky Court of Appeals ultimately rejected
the proposition that the administration of anesthesia by a nurse constituted the unauthorized
practice of medicine.

In 1921, another anesthesiologist group, the American Association of Anesthetists, commenced a
boycott by adopting a resolution prohibiting its members from teaching nurse anesthetists.
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Anesthesiologists also moved into the political arena, supporting legislation which would
prohibit qualified nurse anesthetists from administering anesthesia.

Unlike anesthesiologists, the American College of Surgeons, comprised of physicians who
utilized nurse anesthetists, opposed legislative prohibitions of nurse-administered anesthesia. In
a 1923 resolution, they opposed all legislative enactments which would prohibit qualified nurses
from administering anesthesia.

Surgeon support of nurse anesthetists, however, did not stop the anesthesiologists' efforts to keep
nurse anesthetists from practicing their profession. In 1933, anesthesiologists associated with the
Los Angeles County Medical Association brought a lawsuit against a nurse anesthetist claiming
that nurse anesthetists' administration of anesthesia constituted the illegal practice of medicine.
As had other courts, the California court found that the administration of anesthesia by nurse
anesthetists was not the practice of medicine.

In 1937, the American Society of Anesthesiologists (“ASA”) was formed. (The American
Association of Nurse Anesthetists had been founded in 1931). Immediately after its inception,
the ASA presented a master plan for the eventual elimination of nurse anesthesia to the American
College of Surgeons. The plan specified that nurses should not be permitted to continue to
provide anesthesia. It also provided, inter alia, that a provision should be included in the
Minimum Standards of Hospitals (the forerunners of the Joint Commission on Accreditation of
Hospitals' standards) directing that the department of anesthesia in each hospital shall be under
the direction and responsibility of a well-trained physician anesthetist. The plan cautioned,
however, "that no legislation should be forced until physician anesthetists can take over the work
in a competent way." |

World War Il increased the number of anesthesiologists. See the discussion in United States of
America v. The American Society of Anesthesiologists, 435 F. Supp. 147, 150 (SDNY, 1979).
After the war, the anesthesiologists, as they sought to establish themselves in a civilian economy,
renewed their activities against CRNAs. Between 1946 and 1948, the ASA conducted a
campaign to discredit CRNAs in the eyes of the public. The campaign was successful in
reducing the numbers of nurses attending nurse anesthesia training programs. The campaign was
halted when the American Medical Association, the American College of Surgeons, and the
Southern Surgical Society expressed their opposition to the ASA's negative publicity, and
expressed their support of, and continued intention to utilize, CRNAs.

Attempts to eliminate CRNAs have often been more subtle. For example, in 1947 the ASA
adopted an "ethical principle" prohibiting members in good standing from participating in nurse
anesthesia programs and from employing or utilizing CRNAs. Measures to enforce the ethical
guidelines included the threat to revoke the American Board of Anesthesiology certificates of
physicians training nurse anesthetists.

e The Need for Vigorous Antitrust Enforcement
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Based on historical and recent experience, the AANA believes that strong antitrust laws and
enforcement serve to protect competition between anesthesiologists and CRNAs. CRNAs
provide the same services as anesthesiologists with the same high degree of care. In the market
for health services, a market which is widely considered complex and imperfect by economists,
this sort of direct competition between rival professional groups should be vigorously defended.
While many CRNAs practice in an anesthesia team which includes anesthesiologists and other
ancillary support staff, CRNAs also practice as independent providers and receive direct
reimbursement from multiple payors, as allowed by federal law. Independent CRNAs may
function as independent contractors -- negotiating the best price for the service with different
health entities. Therefore, many CRNAs compete directly with their physician colleagues --
anesthesiologists. Because of the prevalence of insurance in the health care field, recipients of
anesthesia services are seldom the direct payors while physicians benefit from tremendous
influence with insurance companies and others who actually pay for health care services. For this
reason, the threat of swift and vigorous enforcement of the federal antitrust laws and the deterrent
effect that those laws have on anticompetitive conduct are the most important protections that
CRNAs have against anticompetitive conduct by physicians who may seek to exclude them from
the market because they are lower cost competitors. In light of the power and influence of the
medical community on staffing decisions, weakening the antitrust laws by new and sweeping
immunity for negotiations between health care professionals and health care plans could
undermine the ability of CRNAs to compete with anesthesiologists, or any other similarly
positioned health professional.

Further, the current antitrust laws serve to protect the ability of other types of established health
professionals to offer competitive health services. These groups include the nurse-midwives who
provide obstetrical care to women in need; optometrists who provide post-op cataract eye care;
occupational therapists who diagnose and provide rehabilitation care; and speech-language
pathologists. It is no exaggeration to say that the antitrust laws have been a major force enabling
nonphysician health professionals to compete with physicians when they provide comparable
services. Such competition has been an enormous boon to consumers and third party payors who
benefit from having a wider choice of highly qualified providers.
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II. AANA’s OPPOSITION TO THE ANTITRUST EXEMPTIONS IN H.R. 1304

Representative Tom Campbell (R-CA) has introduced the Quality Health-Care Coalition
Act of 1999 (H.R. 1304), a bill that would weaken the current antitrust laws when applied
to health care providers. AANA is OPPOSED to H.R. 1304, as well as any legislative
effort that would interfere with competition between health care providers, and threaten
the ability of CRNAs to compete on fair and equitable terms with anesthesiologists.

If enacted H.R. 1304 would provide new and sweeping antitrust immunity for
negotiations between health care professionals and health care plans. The bill’s stated
goal is to level the playing field between managed care plans and health care providers
with respect to reimbursement and the terms and conditions of employment. In pursuit of
that goal, the bill exempts negotiations between health care providers and plans from the
reach of federal and state antitrust laws, regardless of whether such negotiations include
exclusionary or unreasonable demands by rival providers, such as anesthesiologists.

The bill has two main provisions. The first provision immunizes negotiations between
groups of health care professionals (of any size or composition) and a health plan
regarding the terms of a contract to provide health care items or services covered by the
plan. It does so by extending the same antitrust protections to those negotiations as
currently apply to bargaining units recognized under the National Labor Relations Act
(“NLRA™). Such protections are generally referred to as the labor antitrust exemptions.

The second provision exempts actions taken in good faith reliance on the first provision
from antitrust criminal sanctions, civil damages, fees, and penalties beyond actual
damages incurred. It also provides that the first provision shall not confer any right to
participate in any collective cessation of services to patients not otherwise permitted by
law. Although the language on “cessation of services,” i.e. group boycott, is not entirely
clear, it does suggest that health care providers could collectively take measures that
would affect patients access to care, such as refusing to accept a plan’s reimbursement.

AANA Opposes H.R. 1304 because enactment of the bill would:

e Eliminate Opportunities for CRNAs to Compete: The bill would have the effect
of making it more difficult for CRNAs to compete with anesthesiologists for
contracts with health care plans. That is because the bill would provide blanket
antitrust immunity for bargaining demands by anesthesiologists that health plans
impose significant limitations on practice opportunities for CRNAs or exclude
them from the plans entirely.

Under the bill, otherwise per se illegal conduct that occurs in the course of
negotiations with health plans, such as price fixing, group boycotts, tying
arrangements and customer or market allocation, would be entitled to immunity
under the antitrust laws. The bill’s wide ranging immunity would, for example,
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permit health care professionals to make concerted demands about how much they
should be paid for their services, who should be permitted to provide designated
services and the terms and conditions under which designated services should be
reimbursed.

Specifically, for CRNAs the bill’s immunity would remove any legal bar to
demands by anesthesiologists that CRNAs be excluded from a health plan
because, for example, they fail to meet arbitrary licensing criteria, or that CRNAs
be permitted to provide services for a health plan only on restrictive terms and
conditions, such as costly and unnecessary supervision requirements.

o Eliminate Legal Incentives to Compete: The antitrust laws are an essential tool for
CRNAs and other nonphysician providers to counteract the influence of
physicians. For CRNAs, the antitrust laws not only deter anticompetitive conduct
by rival providers and health plans, they also provide a powerful tool to combat
anticompetitive conduct that threatens marketplace competition.

The Act removes the antitrust laws as a deterrent to anticompetitive conduct when
such conduct occurs in the course of negotiations with a health plan. In so doing,
it eliminates any incentive that anesthesiologists have, under the antitrust laws, to
compete with CRNAs on a fair or equitable basis and replaces it with an
irresistible opportunity to collude on restrictive and exclusionary bargaining
demands aimed squarely at excluding CRNAs’ access to health plans.

¢ Undermine Nondiscrimination Requirements: The Balanced Budget Act of 1997
(“BBA”) included important nondiscrimination requirements for nonphysician
providers. Specifically, the BBA prohibited Medicare+Choice plans from
discriminating against CRNAs solely on the basis of their state license or
certification with respect to participation, reimbursement or indemnification.
However, the BBA also stated that such nondiscrimination requirements did not
prohibit Medicare+Choice plans from including providers only to the extent
needed to meet the requirements of its patients or from establishing quality and
cost control measures consistent with its responsibilities.

Under the bill, anesthesiologists would be permitted to make concerted
negotiating demands to Medicare+Choice plans that could effectively circumvent
the nondiscrimination requirements. For example, they could negotiate restrictive
educational or other professional criteria as a condition of participation, such as a
residency in anesthesiology, which would have the effect of excluding CRNAs
from the plan.

e Increase the Cost of Health Care and Harm Patients. The bill will inevitably
increase the cost of health care by permitting high cost providers, such as
anesthesiologists, to use their market power to increase their own reimbursement
rates at the expense of more economic and efficient providers, such as CRNAs.
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Eliminating competition in this manner will also harm patients. Our nation’s
health care system operates on the promise that patients will benefit most in terms
of quality, cost and access to care when there is vigorous competition between

~ providers, such as CRNAs and anesthesiologists. The bill will effectively

undermine that competition by eliminating the antitrust laws as a deterrentto even” —— — ~~ "~

the most egregious anticompetitive negotiating demands by providers bent on
excluding or limiting the scope of practice for CRNAs.

There is no level playing field for many CRNAs. The fact is that physicians still wield
much greater power and influence with their fellow physicians and in the marketplace.
And, based on past experience CRNAs can expect them to use that power to protect their
jobs and their incomes as the industry downsizes to become more efficient.

The antitrust laws are an essential tool for CRNAs and other nonphysician providers to

counteract the power and influence of physicians and hospitals. That is why AANA has
grave concerns about the antitrust exemptions for health care professionals in H.R. 1304.
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[II. NURSE ANESTHETISTS HAVE FREQUENTLY BEEN VICTIMIZED"‘BY
ANTICOMPETITIVE CONDUCT ON THE PART OF PHYSICIAN COMPETITORS

Current practices in the field of anesthesia do not reflect the normal workings of the marketplace.
Economics alone would suggest that hospitals would be anxious to use lower cost providers,
such as nurse anesthetists, in order to reduce their costs, and thus their prices to patients and
third-party payors. However, that it not always the case. Anesthesiologists have repeatedly used
their influence to keep prices high by, for example, convincing hospitals to terminate nurse
anesthetists so that the anesthesiologists would not face price competition. This is not the way
the market should work or that our health care system should work. However, unless those most
immediately affected by anticompetitive conduct -- nurse anesthetists -- are able to bring suit
successfully under the antitrust laws, consumers will be forced to pay higher prices and, in some
cases, have fewer choice of services, such as not being able to receive an epidural block during
childbirth.

There are many examples of anticompetitive conduct that affects the ability of nurse anesthetists
to compete for patients. Passage of H.R. 1304 would refocus much of this conduct to
negotiations with health care plans, where discriminatory and anticompetitive restrictions could
become part of the terms and conditions of participation and would act as an insuperable barrier
to entry for CRNAs.

o Anticompetitive Conduct Directed Toward CRNAs

Attempts have been made to keep CRNAs from competing with anesthesiologists by creating
various barriers to practice. Examples of barriers to practice include: (1) hospital medical staff
bylaws that deny CRNAs clinical practice privileges, (2) restrictions on CRNAs clinical practice
privileges, (3) the promulgation of inaccurate information about a surgeon’s liability for
CRNA:s, (4) the formation of large anesthesiologist groups that use their increased control or
influence with hospitals and health plans to limit or eliminate competition from CRNAs, and (5)
exclusive contracting by powerful providers, such as hospitals. Whether specific barriers to
CRNA practice constitute anticompetitive behavior under the antitrust laws obviously depend on
the facts of each case. However, CRNAs need to be able to use the antitrust laws to the fullest
when practice barriers result from attempts to price-fix, monopolize, or boycott. H.R. 1304
would eliminate the antitrust laws as an effective deterrent when anticompetitive conduct occurs
during the negotiation process with health plans.

10
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1. Hospital Medical Staff Bylaws Which Deny CRNAs Clinical Practice
Privileges ~

_ Some physicians have created hospital medical staff bylaws that effectively
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eliminate the opportunity for independent CRNA practice. In one such case, the

hospital, upon recommendation of a group of anesthesiologists, changed its
bylaws to state that "nurse anesthetists could only practice in the institution if they
were employees of the physician anesthesiologists." This bylaw effectively
restricts an independent CRNA from applying for medical staff clinical practice
privileges. Without the opportunity to obtain medical staff clinical practice
privileges at a hospital, independent CRNAs do not have the ability to administer
anesthesia to patients in that facility -- regardless of permission by state law -- and
would have to become employees of an anesthesiologist group or some other
entity in order to provide anesthesia services.

This kind of practice restriction would have costly consequences for consumers
and third-party payors. That is because hospitals will almost certainly have to pay
more for CRNAs who are employees of anesthesiologists than for independent
CRNAs.

2. Restrictions on Clinical Practice Privileges of CRNAs

Even where CRNAs have the right to practice, in many institutions there have
been situations where anesthesiologists, through the medical staff, have artificially
restricted their scope of practice. If their scope of practice is limited, then CRNAs
cannot compete with unlimited, "full service" anesthesiologists. Restrictions on
scope of practice have included refusals to grant clinical practice privileges for
regional anesthesia, insertion of invasive monitoring lines, postoperative pain
management of patients, and refusal to allow administration of an epidural
injection. Other CRNAs experience unnecessary limitations on which types of
patients they may treat. These restrictions on clinical practice privileges are not
related to education, ability or to what state law permits, but rather to an attempt
to limit competition.

3. Promulgation of Inaccurate Information about a Surgeon’s Liability for
CRNAs

It is difficult for CRNAs to compete in the market when anesthesiologists
use inaccurate information to persuade surgeons not to utilize CRNA
services. In one such situation in Southern California, an anesthesiologist
sent promotional and marketing letters to plastic surgeons,
ophthalmologists and other physicians stating that the surgeons had
increased liability if they used a CRNA rather than an anesthesiologist. It
is important to understand that typically in cosmetic plastic surgery, the
patient pays for the procedures, as insurance does not cover such
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operations. Thus, plastic surgery is one of the few areas of health care
where the market is sensitive to price. Plastic surgeons, recognizing the
competitive pricing and high quality of care provided by CRNAs, have
utilized CRNAs as practitioners for many years. However, inaccurate
information regardingliability of the surgeons for care provided by
CRNAs could have had a significant adverse influence on a surgeons’ use
of nurse anesthetists.

Anesthesiologists have also raised the specter of an increase in liability
risk if CRNAs are not supervised by anesthesiologists. The law governing

.the liability of a surgeon for the negligence of a nurse anesthetist is
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precisely the same as the law which governs the liability of a surgeon for
the negligence of an anesthesiologist. Liability depends on the facts of
each case. Nonetheless, anesthesiologists continue to make such
statements to discourage surgeons from working directly with CRNAs.

In this regard, the American Association of Nurse Anesthetists (AANA)
has been engaged in a decade long battle to persuade the Health Care
Financing Administration (HCFA) to remove the physician supervision
requirement in the Medicare Conditions of Participation for Hospitals and
Ambulatory Surgical Centers (ASCs). Given the anesthesiologists misuse
of supervision requirements to create false perceptions about physician
liability, HCFA was asked to remove the supervision requirement. HCFA
proposed to do so in December, 1997. The proposed rule is still pending,
in part due to the strong opposition generated by the American Society of
Anesthesiologists (ASA). AANA has had to seek legislative relief so that
the federal government will defer to the states on the issue of physician
supervision of CRNAs (S. 866/H.R. 804) as it does in virtually every other
area of health care.

4. Formation of Large Anesthesiologist Groups

Formation of anesthesiologist groups that have the potential to control a large
share of the market also pose a threat to competition. Such groups are likely to
have enough market power to force hospitals and other facilities to boycott low
cost providers, such as CRNAs. As in any monopoly or near monopoly situation,
the result is that consumers pay higher prices and have fewer choices of services.

Large anesthesiology groups have been able to monopolize anesthesia services in
hospitals in a few major metropolitan areas. In those situations, competitors are
likely to be prohibited from gaining access to the hospital, which eliminates
competition altogether.

In 1994, there was a merger of two anesthesiologist groups (Middle Tennessee
Anesthesiology, P.C. and Anesthesiology Consultants of Nashville, P.C.), both of
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which served metropolitan Nashville, Tennessee and surrounding Davidson
County. The new group, called Anesthesia Medical Group (“Group”), includes
nearly 50% of the non-teaching anesthesiologists serving the metropolitan

Nashville area. The Group also employs 105 of the 175 CRNAs practicinginthe

same area.

In the Nashville area there are 3,906 staffed hospital beds distributed among 12

"hospitals. The Group is the sole anesthesia provider in two hospitals comprising
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one third of the available staffed hospital beds in Nashville. In a third hospital,
with 571 staffed beds, the group does not have an exclusive arrangement, but
provides approximately 65 percent of the anesthesia.

In total, the Group has approximately 50% of the practicing anesthesiologists in
the area, controls 60% of the CRNAs in the area, and has exclusive or
nonexclusive access to nearly one half of the areas staffed hospital beds. The
market power of the Group appears to be well beyond the safety zones established
in the Antitrust Division’s and the FTC’s Policy Statements for physician joint
ventures, and because of that may have the ability to increase prices and reduce
services for patients in the area.

e Exclusive Contracting by Powerful Providers

Texoma Medical Center, Inc. (“TMC”), a non-profit corporation that operates a
hospital in Denison, Texas, provides an example of how exclusive contracting by
a powerful provider can undermine competition from CRNAs. It is estimated that
TMC provides medical care and treatment and surgical facilities for
approximately 95 percent of the residents of Denison, Texas. TMC has
approximately 15 to 20 surgeons on staff and has extended clinical privileges to
four anesthesiologists and four CRNAs.

In January 1994, TMC’s hospital administrator and CEO announced the hospital’s
intention to enter into an exclusive provider agreement “with a single source for
all anesthesia care required by surgeons and patients of TMC.” In conjunction
with this announcement, certain physicians were requested to submit a proposal to
the hospital for an exclusive provider agreement. No request for proposal was
made to any of the CRNAs at the hospital with staff privileges, even though
CRNAs charge less for anesthesia services than anesthesiologists. Presumably,
CRNAs would have been allowed to continue providing services at the hospital
only if they were employed by the exclusive provider group.

In order to keep the market competitive, three CRNAs and one anesthesiologist
practicing at the hospital announced their intention to bring an antitrust suit
against the hospital for exclusive dealing. The hospital subsequently dropped its
exclusionary plan, but it might not have done so if the CRNAs had been
hamstrung in their ability to bring an antitrust suit.
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e  Attempts by the American Medical Association to Restrict Practice Opportunities
for CRNAs

The American Medical Association (AMA) has attempted to orchestrate a concerted
campaign to restrict practice opportunities for CRNAs. In December 1998, its House of
Delegates adopted a resolution calling for the AMA’s support of legislative and
regulatory proposals defining anesthesia as the practice of medicine. (AMA) Resolution
216. Specifically, the AMA Resolution 216 states:

1. "That anesthesiology is the practice of medicine."

2. "That the American Medical Association seck legislation to establish the principle
in federal and state law and regulation that anesthesia care requires the personal
performance or supervision by an appropriately licensed and credentialed doctor
of medicine, osteopathy, or dentistry."

What the AMA meant to accomplish by stating that "anesthesiology is the practice of
medicine," is to limit the administration of anesthesia exclusively to anesthesiologists and
to ensure that CRNAs -- when they are permitted to practice at all-- are supervised by
anesthesiologists at all times and in all settings. Such an interpretation would seriously
restrict the ability of CRNAs to practice independently in settings, such as office-based or
free-standings surgical centers, where the only physician available is likely to be the
operating surgeon. It would also restrict their ability to provide anesthesia services in
rural areas where no physician may be available.

Currently, the AMA has no way to put its unfair and discriminatory resolution into effect,
except to call upon lawmakers to adopt such restrictions. However, under H.R. 1304,
nothing would prevent AMA members from insisting that health plans adopt such a
restrictive interpretation of the administration of anesthesia in order to exclude CRNAs
from their plan or severely limit their participation. Such a restriction would penalize
CRNAs and increase health care costs by eliminating healthy competition between
anesthesiologists and nurse anesthetists and reducing the options now available to
patients, payers and physicians to choose, if they desire, to obtain anesthesia services
from independent CRNAs.

e Attempts at the State Level to Restrict the Scope of Practice for CRNAs

In addition to the AMA Resolution, there has been an increase in activity at the state level
to circumscribe the practice opportunities of CRNAs. Many of these restrictions which
are being hard fought in state legislatures, medical board and the like. Such restrictions
could, however, be put into effect under H.R. 1304 through negotiations with health
plans. These proposed restrictions include:
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e Requiring CRNAs to be physician supervised in states that do not currently require
such supervision. '

e Requiring that anesthesiologists supervise CRNASs in states that already require
physician supervision by requiring anesthesiologist supervision of CRNAs when
anesthesiologists are "available;" by discouraging surgeons from working with
CRNAs by requiring that physicians who supervise CRNAs meet criteria possessed
only by anesthesiologists such as advanced education and training in anesthesia or
hold “appropriate credentials.”

e Requiring CRNA practice to be jointly regulated by the board of medicine and the
board of nursing, rather than the board of nursing alone, and o

e Reducing CRNAs’ scope of practice, e.g., limiting the types of anesthesia that a
CRNA can perform.

e Antitrust Actions Brought by CRNAs

CRNAs have brought actions against anesthesiologists for restricting competition. Although the

' antitrust exemption proposed in H.R. 1304 would not immunize all the types of exclusionary
conduct catalogued below, these cases illustrate the fact that anesthesiologists have attempted to
exclude CRNAs from the health care market using unfair and anticompetitive tactics. H.R. 1304
would immunize those same tactics when anesthesiologists employed them in connection with
their negotiations with health care plans.

In Oltz v. St. Peter's Community Hospital, 861 F.2d 1440 (5th Cir. 1988), Oltz, a nurse
anesthetist, sued four anesthesiologists and the hospital that gave them an exclusive contract to
provide anesthesia services, under the antitrust laws. Oltz charged the anesthesiologists and the
hospital with a group boycott, which can be a per se violation of the antitrust laws. The
anesthesiologists settled before going to trial. '

In affirming the district court's finding that the hospital joined the anesthesiologists’ conspiracy
to terminate Oltz's billing contract, the Ninth Circuit noted that the anesthesiologists had
"pressured the hospital at St. Peter's to eliminate Oltz as a direct competitor." The court found
that the anesthesiologists had threatened to boycott St. Peter's unless Oltz's independent billing
status was terminated and that the anesthesiologists annual earnings at the hospital increased by
forty to fifty percent after Oltz was terminated.

In Bhan v. NME Hospitals, Inc. 929 F. 2d 1404 (USCA Ninth Cir., 1991) a nurse anesthetist and
an anesthesiologist were anesthesia providers in a small hospital in Manteca, California.
Surgeons at the hospital decided to attract another anesthesiologist. When the third provider
arrived the nurse anesthetist alleged that the anesthesiologist who was to be replaced tried to save
his job by suggesting to the hospital administration an all-physician anesthesia policy and the
elimination of the CRNA. The CRNA brought suit under the antitrust laws arguing that a
physician only anesthesia policy was a coercive boycott. The Ninth Circuit ruled that nurse
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anesthetists and anesthesiologists directly compete for purposes of the antitrust laws but the trial
court held that the Hospital’s conduct had to be evaluated under the rule of reason and the case
was dismissed.

In Anesthesia Advantage, Inc. v. Metz, 708 F. Supp. 1171, 1175 (10th Cir. 1990), four nurse
anesthetists in the Denver, Colorado area and their professional corporation, The Anesthesia
Advantage, Inc. (“TAA”), brought suit against several anesthesiologists and Humana Hospital.
The nurse anesthetists alleged per se violations of the antitrust laws, including price fixing,
market allocation and a group boycott. The charges were based on (1) a hospital-instituted “call
schedule” for anesthesiologists and the anesthesiology staff’s recommendation to adopt
guidelines for supervising nurse anesthetists; (2) a conspiracy to induce another hospital to reject
a fee-for-service proposal by TAA to provide out-patient ambulatory surgery anesthesia on pre-
arranged days; and (3) an attempt to persuade a third hospital to reject a proposal that the hospital
use TAA for an obstetric epidural anesthesia program.

The nurse anesthetists alleged that they were “illegally squeezed out of business by
anesthesiologists because the presence of CRNAs forced down the market price for
anesthesiologist services.”

The Tenth Circuit Court of Appeals reversed the trial court’s dismissal of the case, and some of
the defendants eventually settled the case, by among other things, agreeing that they would not
interfere in the future with CRNAs’ right to practice anesthesia.

¢ The Current Case in Minnesota

A recent case that illustrates the unfair and anticompetitive tactics employed by
anesthesiologists to exclude CRNAs is that brought by the Minnesota Association of
Nurse Anesthetists (MANA). MANA has alleged that a group of anesthesiologists sought
to eliminate CRNAs as lower cost competitors and to seize unfettered control over the
market in the pricing of anesthesia services; as a result of this scheme many CRNAs at
three of the largest Minnesota hospitals were fired from their jobs.

MANA is currently engaged in a lawsuit which seeks to bring this unlawful conduct to an
end and to restore competition to the marketplace. MANA is currently appealing the
dismissal of its complaint.

Minnesota nurse anesthetists, in their suit, have alleged that for years, anesthesiologists
have allocated territories between themselves and engaged in organized boycotts of both
individual CRNAs and CRNA groups. MANA alleges that beginning ten years ago and
lasting until very recently, there had been virtually no competition between any of the
anesthesiology groups in the state and that groups had allocated the various hospitals
among themselves and entered into de facto or actual exclusive agreements with those
hospitals.
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CRNAs are natural competitors with anesthesiologists for the provision of anesthesia
services. Despite this fact, in Minnesota and many other states, anesthesiologists make
over four times as much money as CRNAs. The reason for this, at least in part, is that in

Y SO anccthacinlagicte 3 i ] i
Minnesota anesthesiologists have established and maintained substantial market-power. . .- ..

through a number of organized efforts which have successfully put them in a position to
control anesthesia pricing and the method in which anesthesia is provided.

Unfortunately, the result in many hospitals is that the method by which anesthesia is
provided is based largely upon the reimbursement potential and the profitability to the
anesthesiologist. The allegations in the Minnesota suit exemplify how this power works
against competition. The annual average income of an anesthesiologist in the Twins
Cities area is believed to exceed the average in every other state, going as high in some
cases as one-half million dollars or more.

Tt is our understanding that in some cases, and possibly many cases, the cost of the
anesthesia services provided in connection with a surgery may exceed the cost of the
surgery itself by a substantial amount. This is because the anesthesiologists have created
barriers to entry and foreclosed the market for anesthesia not only to CRNAs but to
competing anesthesiologists who might seek to enter the Minnesota market and compete
on pricing. The allegations and evidence in the law suit suggest that:

1. Anesthesiologists have misrepresented government requirements for
reimbursement as quality of care requirements. In other words, through the smoke
screen of patient quality of care, they have imposed requirements that
anesthesiologists be involved in, or at least get paid for, virtually every aspect of
the anesthesia procedure, even though many of these aspects of the anesthesia
procedure can be performed and are performed by CRNAs alone. In particular,
federal and state laws, as well as AANA’s certification requirements, permit
CRNAs a wide scope of practice to provide virtually any anesthesia service. As
stated earlier, CRNAs are the sole anesthesia provider in 75% of rural hospitals
and therefore, provide all the services.

Nevertheless, under the guise of patient safety, anesthesiologists have introduced
limitations on CRNAs’ scope of practice. These limitations appear in hospital by-
laws, written hospital procedures or in some cases, in unwritten hospital policies.
For example, anesthesiologists have restricted CRNAs’ ability to (1) perform
regional anesthesia, (2) place arterial lines, and (3) place epidurals. AANA
believes it is not a coincidence that Medicare and other third party payors pay
substantial amounts of money for these procedures. Anesthesiologists who
attempt to allow CRNASs to perform such procedures have been threatened by
other anesthesiologists and often their state associations. Interestingly, procedures
such as intubation and extubation, which are equally challenging but do not have a
corresponding high rate of reimbursement, are routinely performed by CRNAs
without objection by anesthesiologists.
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2. Anesthesiologists have engaged in conspiracies with hospital personnel to
prevent CRNAs from practicing on an independent basis in hospitals,
downgrading CRNA status as health care providers, and other restrictive practices
_ which impede the CRNAs’ ability to independently provide anesthesia services.
Anesthesiologists have also limited CRNASs’ scope of practice.

Anesthesiologists’ control of the market has extended to attempts to eliminate a
supply of CRNAs in the Minnesota market. Anesthesiologists have recently
refused to assist the school for CRNAs which provides new graduate CRNAs --
again under the guise of quality of care concerns. Also, the anesthesiologists’
refusal to permit education in other aspects of anesthesia has threatened student
ability to meet requirements to become “certified” as certified registered nurse
anesthetists (CRNAs). AANA requires advanced clinical experience in these
areas before it will extend certification.

Perhaps the most egregious example of the anesthesiologists’ attempt to obtain a
stranglehold on the market for anesthesia has occurred in the past two years
during which the anesthesiologists have entered into a conspiracy to eliminate
CRNAs altogether in Minnesota as economic competitors and to force them to
work directly for the anesthesiologists. In this way, they can ensure that while
CRNAs are still performing the work for them, CRNAs will be unable to affect or
compete in the areas of pricing and other quality of service concerns.

The law suit also alleges that through a campaign which included: (1) the use of
improper and fraudulent billing to Medicare and other third party payers, (2)
widespread dissemination of inaccurate and misleading statements disparaging
CRNAs and their abilities to practice anesthesia, and (3) the limitations on scope
of practice referred to above, anesthesiologists have coerced four of the major
hospitals in the state of Minnesota including Unity Hospital, Mercy Hospital, St.
Cloud Hospital, and Abbott-Northwestern Hospital, to terminate all of their
CRNA employees and to compel them to work for the anesthesiologists. Because
the anesthesiologists control the market for anesthesia, CRNAs were left with the
choice of leaving their families, selling their houses and seeking employment
outside the state.

Had it not been for the lawsuit brought by MANA, it would not be an exaggeration to state that
by now competition in the area of anesthesia services between the CRNAs and the
anesthesiologists would be non-existent. '

Just a Turf Battle?

No doubt there will be some who believe that our concerns are unjustified, simply the
problems of a turf battle between health care professionals. To a large degree, this is a
turf battle, but an important one in which today’s consumer has a major stake. If the
antitrust laws are weakened, it is not just nurse anesthetists who will be pushed out of the
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health care market, it is yet another consumer choice which falls by the wayside and a
good possibility that anesthesia prices could needlessly rise.

Consider the comments of ASA President John B. Neeld, Jr., M.D. In his article “Market
Factors Demand the Evolution of the Care Team”, in the Georgia Society of
Anesthesiology Newsletter (date uncertain). He clearly sets out his ideas about the role of
anesthesiologists and nurse anesthetists in the health care system. He said in part:

“In addition to the reduction in demand for services and the reduction in
reimbursement for those services, the supply side of Anesthesia personnel has also
changed. There is now an excess number of Physician and Anesthetists
competing for the same positions. An excess supply has brought the
compensation levels that new Anesthesiologists are willing to accept close in the
salary levels enjoyed by Anesthetists that the differential is negligible, particularly
when one places a reasonable value on the greater skills, education, and
professionalism that the physicians bring to a practice. Replacement of
Anesthetists by Anesthesiologists is by no means a death knell for these
personnel; most practices will always have a need for a certain number of
non-physician practitioners to provide economically viable coverage for
underutilized anesthetizing locations. Doing the right thing is frequently
unpopular; doing the wrong thing in this case will deprive patients of the
opportunity for improved care and deprive our specialty of the opportunity for
continued improvements in our knowledge base and technology that are
dependent upon the maintenance of our Educational and Research Institutions and
upon the continued attraction of the best and brightest medical students into’
Anesthesiology. Each of us must step forward and do the proper thing for our
patient population, our Specialty, and for Anesthesiologists and Anesthetists.
Anesthetists who add value to practices and are loyal to the true concept of a
Care-Team should be retained and rewarded; those who do not should be
replaced by our Young Physician Colleagues.” (Emphasis added)

We think Dr. Neeld clearly states the agenda of the American Society of
Anesthesiologists (ASA) which appears to be: CRNAs who cooperate with us have their
place but those who don’t should be replaced by anesthesiologists. We don’t know what
other conclusion you could reasonably draw from Dr. Neeld’s comments. Bottom line:
play ball or be replaced.

That agenda, reinforced by the ASA’s request to the AMA to issue a resolution that
“anesthesia is the practice of medicine”, continues to make the puzzle even more clear.
And if this legislation were to be enacted, it would give the anesthesiologists the legal
green light to move ahead and boycott, price-fix or engage in other illegal activities in
order to push nurse anesthetists out of the market. This resolution has caused some
organizations to contact AANA to inquire whether this requires them to employ only
anesthesiologists.
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But these issues are raised not only by CRNAs but in fact others as well.

In his book, Not What the Doctor Ordered. How to End the Medical Monopoly in Pursuit
of Managed Care, (McGraw Hill, 1998) Jeffery C. Bauer, Ph.D., explains at length and in
specifics, how organized medicine has, over the years, sought to constrain nonphysician
providers from gaining a foothold in the healthcare delivery system. His chapter on nurse
anesthetists and anesthesiologists provides an interesting perspective from a health care
futurist and medical economist. I offer some excerpts to explain his position. He states
in part: o

“In the context of this chapter’s main theme, I have saved the best example for
last. (To be clear and fair, it is the example, not the professional group, that is
best. Nurse practitioners, nurse midwives, and nurse anesthetists are all excellent
in their different areas of practice). The CRNA story illustrates perfectly the
benefits of competition from qualified nonphysician practitioners and the harmful
effects of doctors’ anticompetitive efforts to control the market. In particular, it
shows why persistent enforcement of antitrust law, something very different from
health reform, is needed to protect consumers’ welfare from doctors’ monopoly
when acceptable substitutes are available. . .”.

“My reason for featuring the market for anesthesia services is actually quite strong
from the economic perspective. Physicians may have been unsuccessful in their
ongoing attempts to eliminate nurse anesthetists as an alternative, but they have
been remarkably successful in depriving American consumers of the potential
economic benefits of potential competition. In other words, doctors have
controlled the market to their own economic benefit, which means consumers
have been paying uncompetitive prices for anesthesia services. How else could
one explain the fact that anesthesiologists have consistently earned more than
twice as much as nurse anesthetists while providing the same service?”

“The principal measure of economic harm has been the fee that anesthesiologist
receive for ‘supervising’ nurse anesthetists. Unable to prevent state legislatures
from licensing CRNAs, anesthesiologists have used their influence with health
insurance plans (often as owners or directors) to make sure that payment flowed
through the doctor’s account. For years, many private health plans have had

* various schemes that allowed anesthesiologists to charge their full fee for services
provided by CRNAs operating under their supervision. (The term is ‘medical
direction’ in the arcane language of Medicare reimbursement. This technicality
allows an anesthesiologist to be partially reimbursed for ‘medically directing’ up
to four CRNAs at a time. It is nice work if you can get it . . . and having
monopoly power helps.”

“You can easily guess the rest of the story: the doctor they pays the nurse
anesthetist a lower amount for performing the service, and he pockets the often
substantial difference. This difference between an anesthesiologist’s fee and the
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cost of the CRNA who actually provided the service might be justifiable if
supervision were necessary, but it isn’t. This practice is a textbook example of
economic exploitation. It is a sign of unwarranted economic power which makes
consumers pay more than what is necessary or fair. It reminds me of
featherbedding, the discredited labor practice of using more workers than are
necessary. Thanks to modern technology and excellent training, CRNAs do not
need medical ‘supervisors’ any more than railroads need superfluous brakemen
and conductors riding in a caboose”.

“Finally doctors have used their economic power to deny or restrict hospital
privileges for nurse anesthetists. Even in states were CRNAs have full rights to
independent practice and direct reimbursement, anesthesiologists have regularly
prevented their nonphysician counterparts from having equal access to operating
rooms, the site where most anesthesia is administered. This practice constitutes a
significant barrier to entry, one of the key indicators of monopoly power in
economic theory and antitrust law.

This brief look at the market for anesthesia services shows that medical
monopolists have many ways to suppress competition, even when qualified
nonphysician practitioners receive licenses for independent practice. CRNAs
have achieved much of the recognition sought by other advanced practice nurses,
but consumers are still denied a free, fully informed choice in the marketplace
because doctors continue to defend ‘captain of the ship’ authority with the
outdated argument that they are unique (i.., better). The many successes of
CRNAs in a still imperfect market remind us that the medical monopoly must be
fought on many fronts.

To armchair economists, the story might seem to have a happy ending.
Anesthesiologists’ incomes have fallen dramatically in the past few years, which
might be interpreted as a sign that competition has finally prevailed in this market.
More than one force could be at work here, however, so do not jump to simple
conclusions. Managed care has certainly exerted some downward pressure on
money paid to hospital-based physicians. An oversupply of anesthesiologists is
also believed to be a major explanatory factor. Anesthesiologists’ professional
associations are already working on plans to reduce the number of training
positions and to restrict the entry of foreign medical graduates into residency
programs.

These efforts must not become red herring that divert our attention from the
market’s long-term problems, unjustifiable restrictions on consumer choice and
related barriers to entry. Believe me, anesthesiologists have not lost interest in
this issue just because-they have realized they are too numerous. They are
pushing like never before to control CRNAs. Monopolists do not go down easily
when their incomes are threatened. Intensive, anesthesiologist-led efforts to place
restrictions on nurse anesthetists have been initiated within the past two years in
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several areas of the country, including the bellwether states (in terms of health
policy) like Ohio, Minnesota, New York, New Jersey, Pennsylvania, and Oregon.”

“A proposal made by the Oregon delegation to the 1997 mid-year meeting of the
AMA House of Delegates serves as fitting proof that doctors are still fighting all
advanced practice nurses to retain their monopoly power:

Whereas, Increasing pressure by special interest groups has persuaded
state legislators to introduce legislation unjustifiably expanding scopes of
practice of alternative and allied health workers; and Whereas, Many
healthcare workers seek to legislate their ability to practice medicine,
rather than obtain a high level of expertise and competence through
medical school education and training; and Whereas, Medical decisions
for patients are best made by medical doctors; and Whereas, There is
considerable confusion on the part of the public and some legislators
regarding the qualifications and training of healthcare workers versus
medical doctors; and Whereas Education of the public and legislature
needs to occur to replace confusion and ignorance with facts; therefore be
it RESOLVED, That is the it is the policy of the American Medical
Association to protect the public by supporting medical doctors against
efforts advanced by alternative providers seeking increased medical
control of patients by legislatively expanding their scopes of practice
without physician directions and state boards of medical examiners
oversight.” '

Dr. Bauer concludes that the resolution was reaffirmed by the'Delegates as a statement of
existing AMA policy.

Conclusion

In conclusion, providing antitrust exemptions for physicians will harm nonphysician
providers and their patients. That is because antitrust exemptions can and likely will be
misused by physicians to discriminate against nonphysician providers with whom they
compete for patients and for health care dollars.

Despite the fact that plain economics would suggest otherwise, many nonphysician
providers are experiencing difficulty contracting with health plans because most, if not
all, are controlled by physicians. Permitting physicians to obtain blanket antitrust
immunity for their negotiations with health plans will make that situation worse and quite
possibly foreclose those opportunities for CRNAs and other nonphysician providers
completely. Many of the arguments made in the guise of “quality of care” are merely
nothing more than a veiled attempt to grab greater control of the health care market and to
enhance physician incomes.
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Recent activity by the AMA and in state legislatures has made it clear to AANA that
physicians are searching for ways to limit competition from nonphysician providers and
will use any means at their disposal to accomplish those ends. The Congress and this
Committee should not assist them by abolishing the antitrust laws that protect
nonphysician providers from exclusionary and discriminatory treatment by physicians and
health plans. To do so would undermine the health care system itself and penalize
nonphysician providers and their patients by tipping an already unlevel playing field on
its head in favor of physicians.

Thank you for your consideration of our views. Ilook forward to responding to your
questions.
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Introduction

Nurse anesthetists have been providing quality anesthesia care in the
United States for more than 100 years. In administering more than 65
percent of the anesthetics given annually, CRNAs have compiled an
enviable safety record. No studies to date that have addressed anes-
thesia care outcomes have found that there is a significant difference in
patient outcomes based on whether the anesthesia provider is a
CRNA or an anesthesiologist.

The practice of anesthesia has become safer in recent years due to
improvements in pharmacological agents and the introduction of so-
phisticated technology. Recent studies have shown a dramatic reduc-
tion in anesthesia mortality rate to approximately one per 250,000
anesthetics.

The fact that there is no significant difference regarding the quality of
care rendered by anesthesiologists and CRNAs is not surprising. “[A]n
understanding of the nature of anesthesia would lead one to expect
this. The vast majority of anesthesia-related accidents have nothing
to do with the level of education of the provider.” [Blumenreich GA,
Wolf BL. “Restrictions on CRNAs imposed by physician-controlled in-
surance companies.” AANA Journal. 1986;54:6:538-539, at page 539.]

The most common anesthesia accidents are lack of oxygen supplied
to the patient (hypoxia), intubation into the esophagus rather than the
trachea, and disconnection of oxygen supply to the patient. All of these
accidents result from lack of attention to monitoring the patient, not
lack of education. in fact, the Harvard Medical School standards in
anesthesia are directed toward monitoring, which reiterates the basic
point — most anesthesia incidents relate to lack of attention to moni-
toring the patient, not lack of education.

As Blumenreich has stated:
Anesthesia seems to be an area where, beyond a certain level,
outcome is only minimally affected by medical knowledge but is
greatly affected by factors such as attention, concentration, or-
ganization and the ability to function as part of a team; factors
towards which all professions strive but which no profession
may claim a monopoly. See id. at page 539.
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Section One
Summary of Pertinent Quality of Care Studies and Data

1. Bechtoldt Study
[Bechtoldt, Jr, AA. “Committee On Anesthesia Study. Anesthetic-
Related Deaths: 1969-1976." North Carolina Medical Journal.

1981;42:253-259.]

A. Background

A 10-member Anesthesia Study Committee (ASC) of the North Car-
olina Medical Society reviewed approximately 900 perioperative deaths
in that state over the eight-year period from 1969 to 1976. The ASC de-
termined that 90 perioperative deaths were, to a certain extent, related
to the administration of an anesthetic. The ASC did not study types of
anesthesia-related outcomes other than death. Based on an ASC sur-
vey of hospitals, the ASC estimated that more than two million anes-
thetics were administered in North Carolina from 1969 to 1976.

The ASC defined “anesthetic-related” deaths as those in which the
ASC determined that anesthesia was found to be a) the sole cause of
death or b) the major contributing factor.

In categorizing cases, the ASC used information from death certifi-
cates and questionnaires completed by anesthesia providers of
record. Based on that data, the ASC estimated that there had been
one anesthetic-related death per 24,000 anesthetics administered.

The ASC used six different criteria to review the cases, including the
following:

+ type of anesthetic involved
location where anesthesia was administered within the facility
type of practitioner(s) involved in anesthesia administration
surgical procedure or operation
patient risk classification

B. Comparison of Outcome According to Provider Type
The ASC classified those who had administered anesthesia as follows:
+ certified registered nurse anesthetist (CRNA) working alone
+ anesthesiologist working alone
« CRNA and anesthesiologist working together
* surgeon or dentist
+ unknown (in some of the cases, the type of practitioner adminis-
tering the anesthetic was not identifiable based upon the infor-
mation available to the ASC)
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Bechtoldt reported that the ASC:
...found that the incidence among the three major groups
(the CRNA, the anesthesiologist, and the combination of
CRNA and anesthesiologist) to be rather similar. Although
the CRNA working alone accounted for about half of the
anesthetic-related deaths, the CRNA working alone also
accounted for about half of the anesthetics administered.,
[page 257] [emphasis added]

Bechtoldt stated that the ASC’s study included patients representing
all risk categories. The study did not, however, address whether par-
ticular types of anesthesia providers (i.e., anesthesiologists or CRNASs)
tended to encounter patients having particular risk factors. Because
CRNAs working alone provided approximately half of the nearly two
million anesthetics administered in the state during the period of the
study, it is reasonable to believe CRNAs provided care to patients cov-
ering the full spectrum of physical status and anesthetic risk.

2. Forrest Study ’
[Forrest, WH. “Outcome - The Effect of the Provider” In: Hirsh, R,
Forrest, WH, et al., eds. Health Care Delivery in Anesthesia.
Philadelphia: George F. Stickley Company. Chapter 15. 1980:137-
142.] : )

Forrest reviewed data that had been collected as part of an intensive
hospital study of institutional differences that the Stanford Center for
Health Care Research conducted. Forrest analyzed mortality and se-
vere morbidity outcome data from 16 randomly selected hospitals,
controlling for case-mix variations. The data concerned 8,593 patients
undergoing 15 surgical procedures over a 10-month period (May 1973
through February 1974). Using that data, Forrest compared outcomes
based upon type of anesthesia provider. . )

For study purposes, the hospitals qum..o_mmmama as having either:
1. primarily physician (anesthesiologist) providers (9 hospitals), or
2. primarily nurse anesthetist providers (7 hospitals).

Each of the 8,593 patients were “weighted” to reflect the progression or
stage of disease at the time of surgery, and “the probability of devel-
oping postoperative morbidity and mortality, given the stage of the pa-
tient's disease.” Forrest initially compared actual patient outcome to
the outcome that would have been predicted based upon the patient’'s
preoperative health status and the surgery performed. Compared with
outcomes predicted, the actual results showed no significant differ-
ence in outcome between facilities having primarily nurse anesthetists
or those having primarily physician anesthesiologists.
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Forrest then looked at the data using three scales that differed based
on definitions of “morbidity” applied to each scale. Slight differences
between the two groups (i.e., primarily nurse anesthetist, or primarily
anesthesiologist) were found, but the favored group varied according
to the analysis criteria employed. That is, depending on criteria, some-
times the anesthesiologist-dominated group showed better outcomes,
and sometimes the nurse anesthetist-dominated group fared better.
After applying statistical tests to the results, Forrest stated:
Thus, using conservative statistical methods, we conclud-
ed that there were no significant differences in outcomes
between the two groups of hospitals defined by type of
anesthesia provider. Different methods of defining out-
come changed the direction of differences for two weight-
ed morbidity measures. [page 141] [emphasis added]

The Forrest study was presented at a 1977 symposium sponsored by
the Association of University Anesthetists; the symposium dealt with
the broader subject of “Epidemiology and Demography of Anesthe-
sia.” Official comments concluding this anesthesiologist-dominated
proceeding (Chapter 25 of Health Care Delivery in Anesthesia, cited
above) showed that the findings of Dr. Forrest, as well as others re-
searching provider aspects of outcomes, caught some of the sympo-
sium participants off guard. As one commenter stated:

It was surprising that the stage of training of the anesthesiologist

or administration of an anesthetic by a nurse anesthetist or

anesthesiologist seemed to affect risk very little.... [page 220]

Still another physician commenter, who was chair of a university-based

anesthesia department, articulated a reaction possibly shared by

many of his colleagues in academia:
Dr. Forrest’s very carefully done study showed no difference in
outcome whether the provider was a nurse anesthetist or an
anesthesiologist. . . . If we had to accept the data that there are
no differences in outcome between anesthetics administered
by anesthesiologists compared to nurse anesthetists, the con-
sequences would be truly extraordinary. It would mean that we
would have to question our very careers; we would have to
question the value of anesthesia residency training programs;
we would have to question organization in hospitals; we would
have to question and reexamine projections for manpower
needs in the future; we would have to question medical eco-
nomics as they are projected right now. With some of the data
presented to us [during the full symposium] we were very com-
fortable because they matched expectations. . . Now in the study
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comparing nurse anesthetists and anesthesiologists, we do not
have this comfort! [pages 223-224] ‘

3. Minnesota Department of Health Study
In 1994, the Minnesota Department of Health (DOH), as mandated
by the state Legislature, studied the provision of anesthesia services
by CRNAs and anesthesiologists. The department reached four con-
clusions, including the following:
There are no studies, either national in scope or Minnesota-
specific, which conclusively show a difference in patient
outcomes based on type of anesthesia provider. [page 23,
DOH study.] [emphasis added]

4. Ceniers for Discase Contrul
In 1990, the federal Genters for Disease Control (CDC) considered un-
dertaking a multimillion-dollar study regarding anesthesia outcomes.
Following a review of anesthesia data from a pilot study issued by the
CDC and the Battelle Human Affairs Research Centers, however, the
CDC concluded that morbidity and mortality in anesthesia was too low to
warrant a broader study. The pilot study, published on December 1,
1988, was entitled, “Investigation Of Mortality and Severe Morbidity As-
sociated With Anesthesia: Pilot Study.” The pilot study stated that:
To obtain regional estimates of rates of mortality and severe
morbidity totally associated with anesthesia with a precision of
about 35% a nationwide study consisting of 290 hospitals
should be selected. This size study would cost approximately
15 million dollars spread over a 5-year period.
. | ’
5. National Academy of Sciences Study ‘
This study was mandated by the U.S. Congress and performed by the
National Academy of Sciences, National Research Council. The re-
port to Congress stated: “There was no-association of complications of
anesthesia with the qualifications of the anesthetist or with the type of
anesthesia.” [House Committee Print No. 36, Health Care for American
Veterans, page 156, dated June 7, 1977 ]

6. St. Paul Data

The St. Paul Fire and Marine Insurance Company malpractice insur-
ance premium rate for claims-made coverage for self-employed
CRNAs decreased nationally a total of 50 percent from 1988 to 2001.
The premium drop is detailed in the appendix titled, “Nurse Anesthetist
Professional Liability Premiums.” At the time the data was compiled, St.
Paul was the country’s largest provider of liability insurance for health
care professionals, and insured both CRNAs and anesthesiologists. In
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December 2001, St. Paul announced that it was leaving the medical
malpractice business, and would no longer be providing coverage for
CRNAs, anesthesiologists, or other healthcare providers. St. Paul’'s
exit from the business was ongoing as this publication went to press.

From 1988 to 1996, St. Paul returned neariy $26,000,000 in premi-
ums to its insured CRNAs because the loss experience was substan-
tially better than St. Paul originally predicted.

The decline in CRNA malpractice insurance premium rates demon-
strates the superb anesthesia care that CRNAs provide. The rate drop
is particularly impressive considering inflation, an increasingly com-
bative legal system, and generally higher jury awards.

In a 1988 book, Mark Wood of St. Paul Fire and Marine Insurance
Company summarized a St. Paul study of its anesthesia-related
claims. St. Paul studied the leading medical liability allegations that St.
Paul-insured anesthesiologists and CRNAs reported between 1981
and 1985. The data consisted of all claims, including pending and
closed claims. St. Paul concluded that “[n]urse anesthetist loss experi-
ence is very similar to that of anesthesiologists . . " [Wood, MD, “Mon-
itoring Equipment and Loss Reduction: An Insurer’s View,” in Graven-
stein JS, Holzer JF (eds): Safety and Cost Contained in Anesthesia.
1988. Stoneham, Mass.:Butterworth Publishers.]

Clearly, CRNAs enjoyed a tremendous decline in professional liability
premiums over a prolonged period. The appendix details premium in-
formation from St. Paul for CRNAs, both on a state-by-state basis, and
nationally.
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Section Two
Anesthesiologist Distortions Concerning Quality of Care

The following section discusses the articles (by Abenstein and Warner;
Silber, et al.; and Wiklund and Rosenbaum) that anesthesiologists
have primarily cited to support their view that CRNAs should be anes-
thesiologist supervised, and that utilization of anesthesiologists
improves anesthesia outcomes. As the following will demonstrate,
however, none of the articles cites any credible scientific evidence that
validates the anesthesiologists’ position. In fact, two of the four articles
do not even discuss the role of CRNAs in anesthesia care.

1. Abenstein and Warner Article in Anesthesia & Analgesia
[Abenstein, JP, Warner, MA. “Anesthesia providers, patient out-
comes and costs.” Anesthesia & Analgesia. 1996:82:1273-1 283.]

~ A. Abenstein and Warner Distortions Concerning Minnesota Depart-

ment of Health Study
The Minnesota Department of Health (DOH) study discussed earlier
led to development of the Abenstein and Warner article. In its 1994
study of the provision of anesthesia services by CRNAs and anesthe-
siologists, the DOH reached four “key findings,” including the following:
There are no studies, either national in scope or Minneso-
ta-specific, which conclusively show a difference in patient

1 “Limitations on the study made it impossible to fully evaluate the cost of service provided under each type of
employment arrangement. However, there are some findings worth noting. Anesthesia providers are paid
equivalent amounts per case under Medicare, and will likely under Medicaid, as well, when new guidelines are
implemented. Reimbursement is declining to all anesthesia providers for federally funded programs and other
third party payers are also beginning to negotiate lower reimbursement rates”

“There are no studies, either national in scope or Minnesota-specific, which conclusively show a difference in
patient outcomes based on type of anesthesia provider.”

“National and state health care reform are effecting [sic] the entire health care market in Minnesota. Although
this study is the result of concerns over the changing market for anesthesia services, the primary forces dri-
ving these changes are effecting [sic] all of health care. For more than a decade, rising health care costs have
been a major concern for state and federal programs. As both Medicare, and later Medicaid, began to review
their payment methodologies to reduce costs, payers and providers were prompted to seek new ways to
control costs and, at the same time, maintain or improve the quality of services. Reduced payments by pay-
ers have brought about greater competition in many areas, including anesthesia services, and a growth in
managed care concepts (i.e., negotiated fees, the formation of provider networks). This has been particular-
ly true in Minnesota.”

“As a result of the reduced reimbursement to anesthesia providers and the increased focus on cost contain-
ment, Minnesota hospitals have had to examine their budgets and attempt to cut costs. Hospitals began to
look for new service delivery models that would encourage the cooperation of providers in their delivery of ser-
vices, maintain high quality, and be cost effective. Consequently, several hospitals made the decision to ter-
minate their CRNAs from their hospital staff and to contract for services. The providers are thus responsible
for the billing and overhead costs, not the hospital, and for providing quality service to the patient. This deci-
sion, based on economics and the changing market, provide cost savings to these hospitals. The impact of
health care market dynamics will continue as the market demands shift and develop both locally and nation-
ally” -

“In summary, anesthesia services continue to be provided primarily in a ‘care team’ approach using both
anesthesiologists and CRNAs, with current risk levels remaining very low. The market and demand for both
CRNAs and anesthesiologists is changing and we can expect continued flux in this market for several years.”
[pages 23-24 of the Minnesota DOH study]
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o:.,nosmm based on type of m:mmSmmE provider. [page 23,
DOH study] Hmav:mm_m added]

The Minnesota Society of Anesthesiologists (MSA) had urged the
DOH to reach different conclusions, and the department refused to do
so. Disappointed that their views about quality weren't reflected in the
department’s report, anesthesiologists decided to seek a different
forum to air their opinions. Two Minnesota anesthesiologists — doctors
Abenstein and Warner — essentially repackaged the MSA's report
that the MSA had submitted to the DOH, and published it as an article
in June 1996 in Anesthesia and Analgesia. Abenstein and Warner
acknowledge in their article that it “is an abridged version of a docu-
ment submitted by the Minnesota Society of Anesthesiologists to the
Minnesota OoBB_mm_,o:Q of Health.” [page 1273]

The Abenstein and Warner article purported to analyze quality of care
in anesthesia, quoted the Minnesota Department of Health report at
length at the end of the article, but failed to mention the key conclusion
about quality quoted above. It is clear that Abenstein and Warner failed
to mention the conclusion because it did not fit their thesis that CRNAs

should be anesthesiologist supervised. \

As Christine Zambricki states in an article from the October 1996

AANA Journal:
We are curious as to how the authors’ [Abenstein and Warner]
omission of three of the [Minnesota DOH’s] four concluding find-
ings could be overlooked in Anesthesia and Analgesia’s exten-
sive peer and editorial review. This is especially surprising be-
cause the finding that directly contradicts Abenstein and
Warner’s principal thesis was considered crucial enough to the
report to be restated in the report's executive summary. If, as
the Minnesota Department of Health’s report contends, there
are no studies that ‘conclusively show a difference in patient
outcomes based on type of anesthesia provider, it becomes dif-
ficult, if not impossible, to support the authors’ thesis that an
increase in the number of practicing anesthesiologists is the pri-
mary reason for the decrease in anesthesia-related mortality.

[Zambricki, CS. “Anesthesia providers, patient outcomes, and
costs’: the AANA responds to the Abenstein and Warner arti-
cle in the June 1996 Anesthesia and Analgesia’ AANA Jour-
nal. 1996;64:413-416, at page 415.]

The Abenstein and Warner article is a partisan advocacy piece — it is
not a credible momm:ﬁo evaluation. Remarkably, despite his subse-
quent decision to publish the Abenstein and Warner article, the editor
of Anesthesia and Analgesia (Dr. Ronald Miller), stated that:

f
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There were many reasons not to publish this paper. First, as rec-

ognized by Abenstein and Warner, {[it] lacks the scientific credi-
hility of a review or original article and is related to policy making
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more than science’...Abenstein and Warner often are not o:_<
subjective, but clearly biased toward one method of anesthesia
care delivery.... [Miller, Ronald D., “Perspective from the Editor-in-
Chief: Anesthesia Providers, Patient Outcomes, and Costs.”
Anesthesia and Analgesia. June 1996, 82:1117-18.]

B. Abenstein and Warner Distortions mm\mz.:m to Increased Number

of Anesthesiologists and Anesthesia Safety
Abenstein and Warner conclude that improved patient outcomes as-
sociated with the administration of anesthetic agents have resulted al-
most exclusively from the growth of the number of practicing anesthe-
siologists. In contrast, as noted above, the Minnesota Department of
Health concluded that studies to date do not show a difference in pa-
tient outcome based on whether the anesthesia provider is an anes-
thesiologist or CRNA, rejecting the position argued by Abenstein and
Warner.

Gross variations between observed reductions in anesthesia-related
mortality compiled by Abenstein and Warner and the growth in mem-
bership reported by the American Society of Anesthesiologists sug-
gests that there is little, if any, correlation between the reduction in
mortality and an increase in anesthesiologists. Increases in the num-
bers of practicing nurse anesthetists show the same long-term growth
as anesthesiologists, and variations in the rate of growth of CRNAs
seem to coincide with the variations in the decline of mortality compiled
by Abenstein and Warner.

The exponential decline in anesthesia-related mortality has resulted
from the almost complete elimination of administrators lacking anes-
thesia education; improvements in technology and anesthetic agents;
a marked increase in the proportion of patients who received anes-
thesia care from highly educated anesthesia specialists, including
anesthesiologists and CRNAs; and an increased understanding of the
causes of adverse events associated with anesthesia.

in two different letters to the editor of Anesthesia & Analgesia, physi-
cians elaborated on the flaws in Abenstein and Warner’s analysis:

1. “ltis interesting that there exist no data within the last 20 years con-
cerning patient outcome as a function of anesthesia provider. Much
has changed in anesthetic practice in 20 years, not only from the
standpoint of medical and technical factors, but also in terms of the
distribution of providers, the types of patients and surgeries en-
countered by these providers, and the organizational nature of
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these practices. .|. . In summary, although the data, information, type of provider, notwithstanding that the actual researchers came

and analyses provided by the authors are interesting and provoca- to tfie opposite conciusion.

tive, | strongly disagree with their nearly unqualified statement that
‘the anesthesia care team and hybrid practices appear to be the
safest methods of delivering anesthesia care. This safety may be

The Minnesota Department of Health report, in addressing the Bech-
toldt study, stated:

due, in part, to the rapid availability of physicians, especially during m%mm:“mmmmﬁmﬁw mmmm)m_haﬁwrmﬁo__mxmmmum wmmurm mﬁmﬁhﬂﬂ.m._mﬁma
medical crises. The question of how best to organize anesthesia J c:cm,._ _w_ stggest tnat anest _qu_o_ccﬂ,u and tne CQ : ﬂ wamw-
care (or any other type of medical care) for achieving maximum thesiologist care ﬁ.mmB were somewhat mmmoo_m_:m .<<= ower
patient safety has not yet been thoroughly examined. It is _ rates of m:mmﬁ:om._m-a_mﬁma deaths than CRNA's H.m_o_. working
inappropriate to make claims such as those made by the authors x alone. However, @_<m:.5m absence of oo:ﬁ.a_m., the findings can-
based on such a paucity of data and analysis [David M. Gaba, not be used to determine (1) whether the differences are greater
MD, Department of Anesthesia, Stanford University School of Med- than would be ox.cmoﬁma. by n:m:om, olmv the extent that the
icine, Veterans Affairs Palo Alto Health Care System, Palo Alto, Cal- type of anesthesia provider is responsible for So.a&mﬂm:omm
ifornia; Anesthesia & Analgesia. December 1996, 82:1347-1348, versus other factors. The author conchided ﬁ:mﬁ.ﬁ:.m. incidence of
Letters to the Editor,] patient death among these groups is ‘rather similar. [page 12,
A Minnesota DOH study]
ion validity of th nclusion reach h . :

2 H >_o_ mp:%wﬁ% mhwméwh_w_oﬂ M@Mﬂmﬂ_u: % w:mmomzmwmd mﬂmwwmﬁ Mmaoﬁ N Oo:om.SS@ the Forrest study, the Minnesota Department of Health
which they state, ‘When the data are critically examined, the evi- - stated. . — .
dence is very supportive that the anesthesiologist-led m:mmﬁ:mm.m/ OcﬁQjmm considered were deaths, complications, and inter-
care team is the safest and most cost effective method of delivering mediate outcomes. mmﬁ_o.m .Q the moEm_ number of adverse out-
anesthesia care. At this time, public policy decisions should en- comes (or deaths, morbidity, or weighted outcome scales) to
courage the developmerit of anesthesia care teams where none - the number predicted from selected patient and hospital char-
exist, particularly in the rural areas, and assure the continued uti- acteristics (i.e., indirectly standardized outcomes ratios) for the
lization of this patient care model'. . ..Unchallenged acceptance of ‘ two groups were compared and tested. The study concluded
the conclusion that evidence supports a specific method of anes- that, although there were some unadjusted outcome differences
thesia care delivery to be the ‘safest and most cost effective’ is mis- between the two groups, after controlling for patient and hospi-
leading to patients, colleagues, and those responsible for shaping tals o:.mﬂmoﬁm:mzom_ there were no statistically m.@:..zoma a_.:m?
health care delivery policy. . . . the participation of certified regis- ences in outcomes between the two groups of :o.mv_ﬁm_m defined
tered nurse anesthetists (CRNAs) in delivery of anesthesia care on the basis of primary type of anesthesia provider. [page 11,
would have ceased many years ago if there was evidence that this Minnesota DOH study]
participation resulted in a less favorable outcome compared with A December 1996 AANA Journal article by Denise Martin-Sheridan
anesthesia personally administered by an anesthesiologist.” and Paul Wing, as well as the Zambricki article cited earlier, details
[Robert K. Stoelting, MD, Department of Anesthesia, Indiana Uni- the Abenstein and Warner article’s numerous distortions and errors.
versity School of Medicine, Indianapolis; Anesthesia & Analgesia. Martin-Sheridan and Wing conclude that:
December 1996, M,Wm; 347, Letters to the Editor.] “ In general, the authors [Abenstein and Warner] reconfigure sta-

) , . . tistics and findings in the literature concerning outcomes of
C. Mwwmmwﬂw:ww%m Warner Distortions Relating to the Bechtolat and ~ anesthesia care based on provider. If the best available research

studies did not support their position, we feel it was inappropriate
and misleading to reconfigure data upon which recommenda-
tions for policy decisions were made.

The report submitted to the Minnesota Department of Health by the

Minnesota Society of Anesthesiologists, and the Abenstein and Warn-

er article, rewrote the findings of the Bechtoldt and Forrest studies that . }

we summarized previously. Abenstein and Warner claim that the stud- [Martin-Sheridan, D, Wing, P.“Anesthesia providers, patient out-

ies show that there were differences in the outcomes of care based on . comes, and costs: a critique.” AANA Journal. 1996; 64(6):528-
534, at page 533.]
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2. Silber Study in Mydical Care
ISilher JH Williams. SV Krakauer H. Schwartz. JS. “Hosnpital
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and Patient O:m_moﬁm:m:om Associated With Death >:2
Surgery. A Study of Adverse Occurrence and Failure to Res-
cue.” Medical Care. 1992;30:615.]

The Silber study examined the death rate, adverse occurrence rate,
and failure rate of 5,972 Medicare patients undergoing two fairly low-risk
procedures —elective cholecystectomy and transurethral prostatecto-
my. The study did not discuss any anesthesia provider except physi-
cian anesthesiologists; the study did not even mention CRNAs. The
study, therefore, had nothing to do with CRNAs and did not compare
the outcomes of care of nurse anesthetists to those of anesthesiolo-
gists. The study did not address any aspect of CRNA practice; it cer-
tainly did not explore %m issue of whether CRNAs should be physician
supervised.

The Silber study was a pilot study, i.e., a study to demonstrate the
feasibility of performing-a more definitive study concerning patients
developing medical complications following surgery. It would be in-

appropriate to formulate public policy based on the Silber study;the

study does not address CRNAs, and cannot be considered conclu-
sive even about the issues that it does address. The Silber study
states, at page 625:
This pilot project examined ideas that, to our knowledge, have
not been mxmB_:ma previously, and more work is needed be-
fore the full significance of the results can be determined. It is
especially appropriate, therefore, that the limitations of the pro-
ject be recognized.

At most, the study’s conclusions support the proposition that certain fa-
cilities would benefit from having a board-certified anesthesiologist in
the Intensive Care Unit. This might result in the “rescue” of some pa-
tients who have undergone elective cholecystectomies and
transurethral prostatectomies and developed life-threatening postop-
erative complications. The Silber study’s conclusions have nothing to
do with nurse anesthetists or the nature of who may supervise, direct,
or collaborate with nurse anesthetists. At most, the study concluded
that anesthesiologists may play a clinically valuable role in caring for
postoperative complications. The study, however, did not involve ex-
amination of the outcomes of anesthesia in the operating room.

In his analysis of the Silber study, Dr. Michael Pine (physician and ex-
pert in quality and health care) stated that:

Thus, the presence of board-certified anesthesiologists does
|
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not appear to lower the rate of complications, either alone or in

combhbination with othear factare ciich ac hinh torhnalaoy 1tic nat
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anesthesia care but the failure to rescue patients once compli-
cations occur which contributes to the death rate. On the other
hand, unmeasured factors such as a higher percentage of other
board-certified physicians in the hospital, also may account for
the better outcomes. The conciusion to be drawn from this study
is that, although the presence of board-certified anesthesiolo-
gists may not make a difference in the operating room, it may
make a difference in the failure to rescue patients from death
or adverse occurrences after postoperative complications have
arisen. This conclusion is in keeping with the expanded role that
anesthesiologists have identified for themselves in post-opera-
tive care..

Dr. Pine went on to conclude, in pertinent part, regarding the Silber
study that:

“1. This study encompassed the entire period of operative and
postoperative care and was not specific to anesthesia staffing.

2. The rate of deaths possibly attributable to anesthesia care is a
negligible fraction of the death rate found in this study.

3. The factors that significantly affect mortality and are most
amenable to clinical interventions arise during postoperative
management, not during the administration of anesthesia.

- L

The type of anesthesia provider does not appear to be a signif-
icant factor in the occurrence of potentially lethal complications.

If anything, this study suggests that surgical skill is more impor-
tant.

:hs

5. The presence of board-certified specialists does appear to
make an important difference in post-surgical care”

Pennsylvania anesthesiologists have unsuccessfully attempted to use
the Silber study as a justification for a restrictive regulation they have
urged the state’s board of medicine to adopt. While the board pro-
posed the regulation, it has not adopted it. Reportedly, the board de-
cided at a March 1998 meeting to withdraw the proposal. The pro-
posed regulation would have required physicians who delegate duties
to CRNAs to have qualifications that only anesthesiologists typically
possess. The practical effect would have been to require CRNAs to
be anesthesiologist supervised in every practice setting.

Significantly, the Independent Regulatory Review Commission (IRRC),
a Pennsylvania oversight commission that reviews health care pro-
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posals, carefully evaluated the Silber study, and issued a report re-
iacting the studv as anv basis for reqi __:33 n:DQIDn_D_D:_ﬁ n:JD_‘S-
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sion of CRNAs. The IRRC stated that:

Based on our review of the 1992 Medical Care article, we have
concluded, as its authors clearly state, it is a preliminary study
and that caution should be taken in making any definitive con-
ciusions. More importantiy, the authors did not consider the sce-
nario of an operating physician delegating the administration of
anesthesia to a CRNA, or what expertise the operating physi-
cian should have in order to safely delegate anesthesia to a
CRNA. Therefore, we do not believe this study should be used
as justification for the significant change in practice for the ad-
ministration of anesthesia.

The IRRC further stated that:

There have been two studies, both completed over 20 years
ago, that compared the outcomes of anesthesia services pro-
vided by a nurse anesthetist and an anesthesiologist. Neither
of these studies concluded that there was any statistically sig-
nificant difference in outcomes between the two providers.
This conclusion was also reached by the Minnesota Depart-
ment of Health, which recently completed a study on the pro-
vision of anesthesia services. In fact, most studies on anes-
thesia care have shown that adverse outcomes and deaths
resulting from anesthesia has decreased significantly in the
last several decades as [a] result of improved drugs and mon-
itoring technology.

3. New England Journal e& Medicine >~.En—mm (by Wiklund and
Rosenbaum)
[Wiklund, RA, Rosenbaum, SH. “Medical Progress: Anesthesiology”
(part one): New England Journal of Medicine. 1997;337(16):1132-
1141. Wiklund, RA, Rosenbaum, SH. “Medical Progress: Anesthe-
siology” (part two). New mam\m:Q Journal of Medicine. 1997;337(17):
1215-1219.]

These articles attempt to summarize key developments in the broad
field of anesthesiology during the past 30 years. The articles focus on
“preparation of patients for surgery, recent developments in anesthet-
ic agents and techniques, multimodal pain management, and postop-
erative complications related to anesthesia.”

The articles, however, do not attempt to compare patient outcomes
by type of anesthesia provider. In fact, the articles do not discuss the

American Assoc

n of Nurse Anesthetists

involvement or contributions of CRNAs. The articles, therefore, have no
relevance to the issue of CRNA versus anesthesiolonict auality and
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certainly have no bearing on the question of whether CRNAs should
be physician supervised.

The articles have some merit as an overview of anesthesiology de-
velopments during the past 30 years. For example, the authors dis-
cuss advances in applied research that have led to new technology,
products, and techniques. In certain areas, however, the authors leave
the path of an unbiased review of the specialty to make unsubstanti-
ated or misleading comments about the unilateral contributions of
anesthesiologists to the advancements achieved.

For example, part one of the article states in its opening paragraph
that anesthesia-related deaths have decreased dramatically since the
late 1960s, coinciding with a decision by the National Institutes of
Health to “support training in clinical anesthesiology.” While it makes
logical sense that proper training should enhance outcomes in all dis-
ciplines, the reader is left to assume that it was this seminal event —
physician training in anesthesiology — which has led directly to the de-
creased mortality rates mentioned.

In fact, many factors, some of which are discussed in the articles, have
influenced the trend to improved anesthesia-related outcomes. The
articles make little attempt to provide statistical support regarding the
causes of outcome trends and do not compare outcomes based upon
type of anesthesia provider, type of case, surgical setting, or patient
physical status.

The authors make the blanket statement that:
Increasingly, anesthesiologists direct the preoperative assess-
ment and preparation of patients for surgery with the aim of en-
suring safe and efficient care while controlling costs by reducing
unnecessary testing and preventable cancellations on the day
of surgery. [page 1132]

While the value of preoperative patient assessment is indisputable,
the authors reference only one article to substantiate their claim that
anesthesiologist management of this process is particularly benefi-
cial. In that case study [Fischer, SP.“Development and Effectiveness of
an Anesthesia Preoperative Evaluation Clinic in a Teaching Hospital”
Anesthesiology. 1996;85(1):196-206], cost-savings are reported
through the use of an organized preoperative assessment clinic staffed
by anesthesiologists and nurse practitioners, a service not previously
available at this large, university-based medical center. Consequently,
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both nurses and physicians contributed to the clinic’s cost effective-
ness >3< inferences to be drawn from the Fischer article are limitec
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because Em article'is based on a case study of a single anesthes:z
preoperative evaluation clinic. Moreover, the Fischer study did nc:
compare CRNA preoperative evaluation effectiveness with that ¢
anesthesiologists.

The Fischer article points out the benefits of developing protocols ic:,

reasonable preoperative testing and evaluation, but breaks no new
ground in this area. If anything, the findings indicate that cost effectiv=
care in the preoperative period results from multidisciplinary guidelinz
development and acceptance, as opposed to guidelines develope:
and managed mo_m_w by anesthesiologists.

Wiklund and Rosenbaum fail to support their premise that anestnes
ologists, as a group; are “increasingly” staffing preoperative clinics arc
developing their own standardized protocols for assessing patients. i
fact, their analysis of the Fischer article suggests there is a trend 1o-
ward protocols developed by various specialties that can be utilizea
by all providers caring for the patient in the preoperative period.

Examples referenced in the article include guidelines jointly developec
by the American College of Cardiology and the American Heart As-
sociation regarding the preoperative cardiovascular evaluation of pa-
tients undergoing noncardiac surgery. According to the authors, these
guidelines have actually replaced those 9m<_ocm_< developed anc
standardized by anesthesiologists.

Further misleading editorial comments appear in part two of the article

Addressing the subject of new ﬁmorz_ncmm of patient Bo:;o::@ the au-

thors state:
Prompted by the Harvard _,\_mawom_ School report on standards of
monitoring during anesthesia, the American Society of Anesthe-
siologists has become a leader in the adoption of standards of
care and guidelines for practice. As a result, pulse oximetry and
capnography (the analysis:of carbon dioxide in exhaled air) are
now used routinely to monitor general anesthesia in virtually all
surgical patients in the United States. [page 1217]

Once again, the authors blend legitimate technological advancemen:
with credit to a single professional group. In fact, the Harvard monitor-
ing standards referenced here were first adopted and promoted by the
American Association of Nurse Anesthetists. While it is true that the
American Society of Anesthesiologists has since endorsed the stan-
dards as well, it is absurd to claim that oximetry and capnography have

American Associdtion of Ners

esthesia standards of care solely “as a result” of the ASA’s
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7 JH, xmszm%. SK, Even-Shoshan, O, Chen, W, Koziol,
-7 Showan, AM, Longnecker, DE. “Anesthesiologist Direction
="« Pauent Outcomes.” Anesthesiology. 2000;93:152-63.]

# egiemoer 1998, anesthesiologists began publicizing a scientific
ssraz vied "Do Nurse Anesthetists Need Medical Direction by Anes-
+22:3187" The abstract was published in Anesthesiology (1998;
wi ine journal of the American Society of >:mm3mm_o_oo_mﬁm
2~C reported the findings of a study, conducted in Pennsylva-
-~ compared the outcomes of surgical patients whose anes-
. w23 arected by anesthesiologists with patients whose anes-
; airected by other physicians, such as surgeons. The study
Zame 10 be Known as the “Pennsylvania study.”
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wG years later, the Pennsylvania study was published in the
+ 2250 ssue of Anesthesiology with the title, “Anesthesiologist Di-
mmon and Patient Outcomes.” Reportedly, both the Journal of the
wrcan Medical Association and the New England Journal of Med-
oecined to publish the Pennsylvania study, forcing the ASA to
isn e study in its own journal if it wanted the study to be pub-
2 2t all. Given the ASA’s political agenda and the composition of
uési23:0i0gy’s editorial board, which is exclusively comprised of
g & w@; 40 anesthesiologists, serious questions of objectivity can be

, on January 18, 2001, the Health Care Financing Administration
ifwi which became the Centers for Medicare & Medicaid Services,
TS in June 2001) published a 14-page anesthesia rule in the
ez Hegister (Vol. 66, No. 12, pp. 4674-87) that affirmed, in no un-
e lerms, AANA’s contention that the ﬂm::m<_<m:_m study is not
w374 10 the issue of physician supervision of nurse anesthetists.
= iznuary 18 rule was rescinded on November 13, 2001, with the
ssanon of a new rule that allows state governors to write to CMS
&2 opt out of the federal physician supervision requirement after
g Certain conditions. The January 18 rule’s extensive comments
ciwwe of nurse anesthetists and a_mammm,:@ the relevancy of the
; ﬁﬁ&zﬁ study to the supervision issue, however, have in no way
g repasdigted by CMS and still remain part of the public record.)

@ surace, the study suggests that patient outcomes are better
 mearse anesthetists are directed by anesthesiologists. However, a
& examination clearly reveals that the study




« is not about m:mmﬁ:mm_m care provided U< urse anesthetists

ost-operative physician care.

A. Background

The study was conducted using data obtained from Health Care
Financing Administration (HCFA) claims records. The study group con-
sisted of 217,440 Medicare patients distributed across 245 hospitals in
_um::m<_<m:_m who underwent general surgical or orthopedic proce-
dures between 1991-94. Dr. Silber headed a research team that in-

cluded three anesthesiologists.

B. Study Does Not “Compare Anesthesiologists Versus Nurse
Anesthetists”
According to Dr. Longnecker, one of the anesthesiologist researchers:
“The study ... does not explore the role of (nurse anesthetists) in anes-
thesia practice, nor does it compare anesthesiologists versus nurse
anesthetists. Rather, it explores whether anesthesiologists provide
value to the delivery of anesthesia care.” (Source: Memorandum
from Dr. Longnecker to Certified Registered Nurse Anesthetists in
University of Pennsylvania Health System’s Department of Anesthesia,
October 5, 1998) AN

Why, then, was such a misleading title (‘Do Nurse Anesthetists Need
Medical Direction by Anesthesiologists?”) chosen for the abstract?
The answer: for political reasons. Consider these facts:

« The abstract was published in the midst of the controversy be-

tween anactheciologists and nurse anecthetists over HCFA's nro-
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posal to remove the physician supervision requirement for nurse
anesthetists in Medicare cases. - ‘

« The study was funded in part by a grant from the American Board
of Anesthesiology, which is affiliated with the >m> ASA vehe-
mently opposes HCFA’s proposal.

N

Why was the nameé of the abstract o:m:@ma prior to publication of the
paper in the July 2000 i issue of Anesthesiology? Most likely for the fol-
lowing reasons:
« As Dr. Longnecker stated in his memorandum, the study was not
intended to examine the question posed by the abstract’s title.
- The study clearly could not and did not answer the question
posed by the abstract’s title.
« Pressure frorn AANA in the form of statements to the media and
commentary' published on the Internet forced the researchers
and ASA to rename the paper for publication.

American Association of Nurse Anesthetists

Careful examinatio

merous problems.

C. Problems with the Dat.

f +T. i
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Glaring Admissions. In the next to last paragraph of the paper, the re-
searchers conclude that, “Future work will also be needed to deter-
mine whether the mortality differences in this report were caused by
differences in the quality of direction among providers, the presence or
absence of direction itself, or a combination of these effects.” Boiled
down, this clearly is an admission by the researchers that the study
does not, in fact, prove anything about the effect-positive or nega-
tive—of anesthesiologist involvement in a patient’s overall care, let
alone the patient's anesthesia care!

This statement appears in a section titled “Discussion,” which is de-
voted primarily to explaining away the limitations of the billing data
used (HCFA's claims records comprise a retrospective database in-
tended for billing purposes, not quality measurement) and the myr-

‘iad adjustments for variables which the data required the re-

searchers to make. According to the researchers, among other
adjustments were those made for severity of iliness and the effect of
hospital characteristics.

- The researchers, however, admit the following:

* “The accuracy of our definitions for anesthesiologist direction (or
no direction) is only as reliable as the bills (or lack of bills) sub-
mitted by the caregivers.”

* “We cannot rule out the possibility that unobserved factors lead-
ing to undirected cases were associated with poor hospital sup-
port for the undirected anesthetist and patient.”

« “..if anesthesiologists had a tendency not to submit bills for pa-
tients who died within 30 days of admission, our results could be
skewed in favor of directed cases.”

These admissions by the researchers seriously limit the application of
the data. They are also proof that ASA’s use of data from this studly, in
aavertising campaigns and lobbying efforts to discredit nurse anes-
thetists and frighten seniors, has been opportunistic, misleading, and
ethically reprehensible at best.

Time Frame. Nurse anesthetists do not diagnose or treat nonanes-
thesia postoperative complications—they administer anesthesia. Ac-
cording to the Joint Commission on Accreditation of Healthcare Or-
ganizations (JCAHO), anesthesia mishaps usually occur within 48
hours of surgery. The study, however, evaluated death, complication,

S i Anesthesia




22

ﬁ
. ! . . - . . .
and failure to rescue rates within 30 days of admission, encompassing
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substantial period of postoperative care as well. Therefore, it is impos-
sible to know from the data how many or what percentages of deaths,
complications, and failures to rescue occurred within that 48-hour win-
dow and were directly attributable to anesthesia care. However, if one
considered the study’s sample size (217,440) in relation to the widely
accepted anesthesia mortality rate of one death in approximately
240,000 anesthetics given, which is recognized by ASA, AANA and
cited in the Institute of Medicine report, To Err is Human: Building a
Safer Health System (Kohn LT, Corrigan JM, Donaldson MS. Wash-
ington, DC: zmﬁ_o:m_ Academy Press. 1999.), logic would dictate that
less than a single individual in the entire database is likely to have died
as the direct result of an anesthesia mishap!

What that leaves is this: Based on the 30-day time frame, it is clear
that the study actually evaluates postoperative physician care, not
anesthesia care.

Death Rates. The Pennsylvania study cites death rates that were
many times more than the anesthesia-related death rates 8330:_<
reported in recent years, again leading one to conclude that the in-
crease was almost certainly due to nonanesthesia factors.

In a June 2000 press release about the-Pennsyivania study, the ASA
stated “that patient safety has greatly improved from one [death] in
10,000 anesthetics to one in 250,000 anesthetics.” (This amounts t0
four deaths in one million.) In the same press release, the ASA stated

_ that, “Dr. Silber’s findings show that for every 10,000 patients who had

surgery, there were 25 more deaths if an anesthesiologist did not direct
the anesthesia care.” Through a complex series of calculations, the
difference translates to 8,000 deaths in one million. Thus, the differ-
ence in mortality :mmm that the ASA cited is 2,000 times the mortality
rate ever attributed (including by the ASA) in the last decade to the
administration of anesthesia. To attribute a difference of this magni-
tude solely to the supervision of CRNAs is ridiculous. In actuality, the
large differences in mortality and failure-to-rescue are due to differ-
ences unrelated to the administration of anesthesia and outside the
scope of practice of CRNAs, whether unsupervised, supervised by
anesthesiologists, or supervised by other physicians.

Further, it has Umm_f noted by Dr. Michael Pine, a board-certified cardi-
ologist widely qmoom:_wma for his expertise in analyzing clinical data to
evaluate healthcare outcomes, that after adjusting the death rates for
case mix and severity, the patients whose nurse anesthetists were su-

pervised by nonanesthesiologist physicians were about 15% more se-
verely ill than the patients whose nurse anesthetists were supervised
by anesthesiologists. The paper provides no information to explain
why the anesthesiologist-supervised cases involved less severely ill

patients.

Dr. Pine’s an W_w\(
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1. 7,665 patients (3.5%) died within 30 days of surgery.

2. Although the study found 258 more deaths of patients who may not
have had an anesthesiologist involved in their case, the researchers’
adjustments for differences among patients and institutions reduced
the number by 78% (to 58 deaths).

3. The 58 “excess” deaths could be due to numerous, equally plausible
factors, for example:

A. Faulty design of the study

B. Inaccurate or incomplete billing data (e.g., most of the 23,010
“undirected” cases used had no bill for anesthesia care)

C. Unrecognized differences among patients (e.g., medical infor-
mation on patients’ bills was insufficient to permit complete ad-
justment for their initial risks)

D. Unrecognized differences in institutional support (e.g., informa-
tion about hospital characteristics was inadequate to permit full
assessment)

E. Medical care unrelated to anesthesia administration (e.g., post-
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medical specialists who are more likely to be at hospitals in com-
munities where anesthesiologists are plentiful)

The end result is a statistically insignificant difference in negative out-
comes between anesthesiologist-directed and nonanesthesiologist-
directed cases.

Complication Rates. After adjusting for case mix and severity, the
study found no statistically significant difference in complication rates
when nurse anesthetists were supervised by anesthesiologists or
other physicians. Dr. Pine noted that poor anesthesia care is far more
likely to result in significant increases in complication rates than in sig-
nificant increases in death rates. Therefore, Dr. Pine concluded that
this finding strongly suggests that medical direction by anesthesiolo-
gists did not improve anesthesia outcomes.

Failure to Rescue. For the most part, failure to rescue occurs when a
physician is unable to save a patient who Qm<m_ovm nonanesthesia
complications following surgery. Therefore, it is not a relevant measure
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he quality of anesthesia care provided by nurse anesthetists. It is =
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Patients Involved in More than One Procedure. For reasons not -
plained in the abstract, patients involved in more than one procedur=
were assigned to the nonanesthesiologist physician group if for ariy
of the procedures'the nurse anesthetist was supervised by a phys -
cian other than an anesthesiologist. It is _BUOmm_U_m {o measure tne
impact of this decision by the researchers on the death, complicaticr
and failure to rescue rates presented in the abstract.

To mBu:mm_No the importance of this, consider the following hypotnz:-
ical scenario: A patient is admitted for hip replacement surgery. A nurs=
anesthetist, supervised by the surgeon, provides the anesthesia. T =
surgery is completed successfully. Three days later the patient sufie::
a heart attack while still in the hospital and is rushed into surgery. Tr.s
time the nurse anesthetist is supervised by an anesthesiologist. A~
hour after surgery, and for reasons unrelated to the anesthesia care.
the patient dies in recovery. According to the researchers, a case sucr
as this would have been assigned to the nonanesthesiologist group!

Patients Who Were Not Billed for Anesthesia Services. As noted ir:
the discussion on death rates, most of the “undirected” cases had nc
bill for anesthesia care. The actual figure is 14,137 patients, or 61% cf
the 23,010 patients defined as undirected. The researchers’ flimsy ra-
tionale for lumping all nonbilled cases in the undirected category is as
follows: “The ‘no-bill’ cases were defined as undirected because there
was no evidence of anesthesiologist direction, despite a strong finan-

_ cial incentive for an anesthesiologist to bill Medicare if a billable service

had been performed’ (emphasis added). Of course, one might ask
how many of those cases were not billed because an m:mmﬁ:mm_o_o@mm
had a bad patient outcome.

Referenced mE%mm The researchers claim that their research “re-
sults were consistent with other large studies of anesthesia outcomes”
Interestingly, the two studies cited were by Bechtoldt (refer to page 3 of
this publication) and Forrest (refer to page 4 of this publication). As in-
dicated below, neither of these studies agrees with the conclusions
reached by Dr. m__cmﬂ and his team of researchers on the Pennsylvania
study:

Bechtoldt reported that the Anesthesia Study Committee (ASC;
of the North Carolina Medical Society “...found that the incidence
among the three major groups (the CRNA, the anesthesiologist.
and the combination of the CRNA and anesthesiologist) to be
rather similar. Although the CRNA working alone accounted for
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- After muv_s:@ statistical tests to the results of research conduct-
&l o« the Stanford Center for Health Care Research, Forrest stat-
=2:"Thus, using conservative statistical methods, we concluded
.l there were no significant differences in the outcomes be-

ween the two groups of hospitals defined by type of anesthesia
crovider. Different methods of defining outcome changed Em di-
‘zzron of differences for two weighted morbidity measures.”

.. =~ supporting the argument that other studies do not agree with
- = .-z2rted findings of Silber and his fellow researchers is the fol-

1w LC,ective, third-party opinion offered by HCFA/CMS in the Fed-

#% ~<g.steron January 18, 2001: Our decision to change the Feder-
@ segacement for mcnmE_m_o: of CRNAs applicable in all situations is,
& cert. the result of our review of the scientific literature which shows

o awerarching need for a Federal regulation mandating any model of
wsinasia practice, or limiting the practice of any licensed profes-
gena” ip. 4685-4686)

=CFA/CMS Affirms that Study Not About CRNA Practice

%% anesthesia rule published in the January 18, 2001, Federal Reg-
s oy HCFA/CMS, the administration dismissed all claims by ASA
, ﬁa Pennsylvania study research team that the study examined
LFhA practice and was relevant to the supervision issue. HCFA/CMS
et 1ne following:

~ “¥e have also reviewed a more recently published article by Dr.
Séber (July 2000) and colleagues from the University of Penn-
syivania. This article also is not relevant to the policy determina-
zon at hand because it did not study CRNA practice with and
without physician supervision, again the issue of this rule. More-
wver, it does not present evidence of any inadequacy of State
aversight of health professional practice laws, and does not pro-
wde sound and compelling evidence to maintain the current Fed-
gral preemption of State law.” (p. 4677)

“One cannot use this analysis to make conclusions about CRNA
performance with or without physician supervision.” (p. 4677)
“Ewen if the recent Silber study did not have methodological prob-
iems, we disagree with its apparent policy conclusion that an
anesthesiologist should be involved in every case, either per-
scnally performing anesthesia or providing medical direction of
CRNAs.” (p. 4677)
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Although the January 18 rule was rescinded on November 13, 2001,

with the publication of a new rule that allows state governors to write to

CMS and opt out of the federal physician supervision requirement after
meeting certain conditions, the January rule’'s extensive comments
supportive of nurse anesthetists and dismissing the relevancy of the
Pennsylvania study to the supervision issue have in no way been re-

YV T

UCQ_mHmQ by CMS and stiil remain part of the UCU__O record.

E. Conclusions
The following oo:n_cm_o:m can be drawn from a careful examination
of the study ,_>3mw5mm_o_oe_mﬁ Direction and Patient Outcomes”:

+ The study described has nothing to do with the quality of care
provided by nurse anesthetists.

+ The study examines postoperative physician care, not anesthe-
Sia care.

+ The researchers so much as admit that the study does not prove
anything with regard to the effect of anesthesiologist involvement
in patient care.

» The :3/3@ of the publication in the ASA’s own journal was politi-
cally motivated.

» HCFA/CMS finds no credence in ASA and Dr. Silber’s assertions
regarding the results of the Pennsylvania study.

Summary

This Ucc__om:o: has demonstrated that CRNAs provide superb
anesthesia care, and has refuted anesthesiologist contentions to

" the contrary. Anesthesia-related accidents are infrequent; those that

do occur tend to result from lack of vigilance rather than the level of
education of the provider. The federal Centers for Disease Control
has considered conducting a large-scale study on anesthesia care,
but decided such a study would not be worth the high cost such a
study would entail. The reason is that the evidence is overwhelming
that anesthesia care is very safe, regardless of whether the care is
given by a CRNA or anesthesiologist. It is clear that studies to date
demonstrate that there is no statistically significant difference be-
tween the anesthesia care provided by CRNAs working alone,
CRNAs working with anesthesiologists, or anesthesiologists pro-
viding care alone. In addition, malpractice insurance premiums (as
shown by St. Paul Fire and Marine Insurance Company statistics)
for CRNAs decreased significantly from 1988 to 2001, further
demonstrating that CRNAs provide safe anesthesia care.

American Associction of Nurse Anestie
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APPENDIX

Nurse Anesthetist Professional Liability Premiums

Premium Changes from 1988 to 2001

(St. Paul Documentation)

" St. Paul did not provide coverage in Hawaii until 16¢ 0

State 1988 Premium 2001 Premium Overall Change (%)
Alabama 2,537 1,716 821 (-32)
Alaska 2,603 1,097 -1,506  (-58)
Arizona 5414 3,149 -2,265 - (-42)
Arkansas 1,196 1,560 364  (30)
California 7,148 3,258 -3,890  (-54)
Colorado 2,461 1,853 -608  (-25)
Connecticut 4,704 1,312 -3,392  (-72)
Delaware 2,689 2,029 -660 (-25)
D.C. 3,032 2,027 -1,005  (-33)
Florida 3,588 1,993 -1,595  (-44)
Georgia 2,219 1,226 -993  (-45)
Hawaii (1) 2,600 1,816 -784  (-30)
Idaho 4,221 1,640 -2,581  (-61)
lllinois 6,989 2,647 -4,342  (-62)
Indiana 5,809 1,325 -4,484  (-77)
lowa 3,317 1,608 -1,709  (-52)
Kansas 3,272 1,471 -1,801  (-55)
Kentucky 2,972 1,659 -1,313  (-44)
Louisiana 3,358 2,110 -1,248 (-37)
Maine 2,598 1,286 -1,312  (-51)
Maryland 2,921 1,593 -1,328  (-45) °
Massachusetts 2,678 1,164 -1,514  (-57)
Michigan 4,980 1,509 -3,471  (-70)
L bwo 1670 (70)
TS ) . N 1,213 985 (-45)
B0 2,738 5,068 (-65)
3.872 1,324 -2,548 (-66)
o 2,228 960 -1,268__(-67)
Nevada 8,231 3,226 -5,005  (-61)
__New Hampshire 2,530 1,817 713 (-28)
New Jersey 5,013 3,013 -2,000  (-40)
New Mexico 2,249 2,522 273 (12)
New York 6,061 3,902 -2,159  (-36)
North Carolina 1,476 1,095 -381_ (-26)
North Dakota 2,461 832 -1,629  (-66)
Ohio 5,392 2,638 -2,754  (-51)
Oklahoma 2,309 2,014 -295  (-13)
Oregon 5,737 1,782 -3,955  (-69)
Pennsylvania 1,771 905 -866  (-49)
Rhode Island 3412 1,357 2,055 (-60)
South Carolina 1,935 671 1,264  (-65)
South Dakota 2,736 1,007 1,729 (-63)
Tennessee 2,352 1,357 -9¢ (
Texas 2,865 3,319
Utah 3,876 1,578 )
Vermont 2,330 104
Virginia 1,431 B
Washington 2,687
West Virginia 2,592
Wisconsin 2,744 Cain B
Wyoming 3,947 VRS (e
TOTAL 177916 ni Al (4




